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THE IMPACT OF THE FOOD QUALITY PRO- 
TECTION ACT IMPLEMENTATION ON PUB- 
LIC HEALTH 



TUESDAY, AUGUST 3, 1999 

House of Representatives, 
Subcommittee on Department Operations, 

Oversight, Nutrition, and Forestry, 

Committee on Agriculture, 

Washington, DC, 
The subcommittee met, pursuant to call, at 2:00 p.m., in room 
1300, Longworth House Office Building, Hon. Bob Goodlatte (chair- 
man of the subcommittee) presiding. 

Present: Representatives Ewing, Pombo, Canady, Hostettler, 
LaHood, Walden, Clayton, Berry, Goode, Phelps, Hill, and Sten- 
holm [ex officio]. 

Staff present: Kevin Kramp, staff director. Subcommittee on De- 
partment Operations, Oversight, Nutrition, and Forestry; John 
Goldberg, professional staff; Callista Bisek, scheduler/clerk; Brad 
Shurdut, fellow; and Danelle Farmer, minority consultant. 

OPENING STATEMENT OF HON. BOB GOODLATTE, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF VIRGINIA 

Mr. Goodlatte. This hearing is a third in the series of oversight 
hearings to review the USDA*s and EPA*s implementation of the 
Food Quality Protection Act. 

Today we review the affects of the administration's decisions on 
public health. Some may wonder why we are focusing on this issue 
after yesterday's high profile and political announcement. While I 
am sure there will be some discussion concerning Ms. Browner's re- 
marks today, I don't think there is a better time to demonstrate 
how all tolerance decisions on pesticide uses are dependent on each 
other. The decisions made on agriculture or food uses necessarily 
affect the public health uses of that same chemical. 

All elements and uses of pesticides are now invariably linked 
under FQPA. Thus, abuse of one part of the process now translates 
into an overall abuse of your regulatory authority under FQPA. In 
other words, lack of attention to any component of the process will 
ultimately impact and endanger other use patterns, including the 
agricultural uses. Remember, we are now dealing with a single risk 
cup relating to total exposures allowable under the Food Quality 
Protection Act. Abuse of process, reluctance to incorporate sound 
science into the process, blatant disregard for a process which en- 
velops all the stsdceholders' interests and hasty implementation po- 
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tentially affects all of us, both those needing pesticides to fight dis- 
ease carr3dng insects as well as the farmers relying on a myriad 
of diverse pesticides for crop production. Many of the same pes- 
ticides are used for both public health control programs as well as 
agriculture. 

It may seem that this hearing is unrelated to those previously 
held by this committee, but one thing remains constant— the EPA 
still continues to ignore the process set out for them by Congress 
by making decisions driven by politics rather than sound science. 
This is evident and painfully obvious in the outrageous decisions 
made yesterday for two very important agricultural pesticides. 

Because time is a concern this afternoon I will keep my remarks 
short. I am sure many of my concerns about the process, or lack 
thereof, will be fully discussed during this hearing. Let me crys- 
tallize my frustration with the committee by sharing that we tried 
to invite the Department of Health and Human Services to testify. 
FQPA, after all, requires that EPA consult with the Department of 
Health and Human Services to ascertain benefits and use informa- 
tion about a public health pesticide. While they had interest and 
availability, unfortunately, HHS had no one at the Department 
level that could speak to this issue or had even heard about their 
statutory role in this matter. 

As a last point, we all know the significance of today's date, Au- 
gust 3, 1999. This represents the statutory deadline for the EPA 
to evaluate the first one-third of all the pesticide tolerances. This 
deadline will likely be met. Hasty decisions to act upon azinphos 
methyl and methyl parathion, two pesticides used on a wide vari- 
ety of fruits and vegetables without finalized science policies seem 
to be largely guided by political desires. Concern has surfaced that 
these public and highly visible decisions could have a dramatic ef- 
fect on consumer confidence since much of this year's crop has al- 
ready been treated and harvested. You tell me what I should say 
when I hand my child an apple as a nutritious snack? With no im- 
minent hazard present which you fally acknowledge, a decision to 
announce such dramatic restrictions for two widely used pesticides 
seems unwarranted and an abhorrent abuse of power. Similar dis- 
regard for the process will limit or endanger the continuous avail- 
ability of public health use pesticides. 

I would now like to recognize the ranking member of the sub- 
committee, the gentle woman fi:x)m North Carolina, Mrs. Clayton. 
Welcome. 

OPENING STATEMENT OF HON. EVA M. CLAYTON, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF NORTH 
CAROLINA 

Mrs. Clayton. Thank you. I ask if I may revise and extend and 
add to my remarks. Mr. Chairman, I thank you for this hearing, 
and I think this hearing is necessaiy to try to get us back on track 
to see if we can implement the full intent of this bill, and try to 
do it with the collaboration with both Departments of Agriculture 
and EPA. 

I take the position that the bill is needed both for Agriculture as 
well as for the safety of our food. I don't think it is either one or 
the other. 
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As one member of the Agriculture Committee, I happen to be 
very environmentally sensitive. I think it is one of my moral fibers 
that the creation is part ctf what I want to protect. I also make the 
assumption that farmers are the original environmentalists. Now, 
obviously, some care more about it than others, but I just don't as- 
sume that agriculture is out to do great harm, nor do I assume that 
environmentalists don't care about agriculture. So, I think there is 
a way where we can find the intent of this bill and to make sure 
that we don't have a rush to judgment, but allow that process to 
go as is required by law. 

Also, the safety and nutrition and availability and afFordability 
of food are essential, and I think we will hear, at least in testimony 
of Representative Towns as I review that, and those who will be 
testifying, we invite you to share with us how we can make this 
legislation work. We are not out to pit one group of individuals who 
care about the environment and another group of people who care 
about producing food against each other. So I hope the intent of 
this hearing is to see how we can get this bill back on track. Thank 
you. 

Mr. GOODLATTE. I thank the gentle woman. The gentlemen from 
California, Mr. Pombo, author of the legislation. 

OPENING STATEMENT OF HON. RICHARD W. POMBO, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF CALIFOR- 
NIA 

Mr. POMBO. Thank you, Mr. Chairman. I thank you for calling 
this hearing today, and given yesterday's events I feel that this 
hearing is certainly timely. 

Just like everyone else in America, farmers throughout the Na- 
tion want a safe food and clean water. I can hardly imagine them 
sending food to our cities that they would not eat themselves. 

American farmers take pride in growing the world's safest, 
cheapest, and most abundant food supply. They take pride in mak- 
ing sure that all of the shelves in the supermarket are filled with 
a clean and healthy product. 

To grow these crops, family farmers depend on crop protection 
tools to control pests such as the coddling moth and oriental fruit 
moth, which can destroy the fruits, nuts and vegetables making 
them inedible or unmarketable. To say the least, it is an ongoing 
struggle to keep these pests out of the crops. Farmers use these 
crop protection tools within a whole management system to control 
pests and to provide a safe and healthy food supply. 

Integrated pest management is the idea of using biological con- 
trols and reducing the use of chemical crop protection tools. How- 
ever, if certain tools are completely eliminated from the IPM pro- 
gram, pest outbreaks could occur without a way to control them, 
which could devastate our food supply. 

The issues of food supply go much further than the family farm- 
ers who grow the food. It reaches the inner cities. As you will hear 
from Mr. Towns, improper implementation of the Food Quality Pro- 
tection Act will increase food costs, impacting low-income children 
and families the most. 

Improper implementation of FQPA. could cause the proliferation 
of cockroaches in inner-cities, thus increasing asthma for inner-city 
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children. It also has the potential to result in the inability to con- 
trol vector insects, such as mosquitos and ticks, that pass on en- 
cephalitis and Lyme Disease to our children. 

Now, I voted in favor of the Food Quality Protection Act. Today 
I continue to support re-evaluating the crop protection tools that 
our farmers use and the compounds we use to battle residential 
pests, but the evaluation process must be fair and accurate. It can- 
not be based on false science and political pressures from fringe ex- 
tremist groups. 

If the risk hazard for a product is too high, I would say take it 
off of the market. But the decision to reach that conclusion must 
follow rigorous scientific procedures that are agreed upon by sci- 
entists, consumers, farmers, chemical companies, and environ- 
mentalists. Solid intensive procedures are the core basis for credi- 
bility in this highly charged issue. Any organization that calls sci- 
entific procedures a "delay** tactic is a political activist group fo- 
cused more on their self-recognition than in the best interest of all 
Americans. 

My intent is to work in a bipartisan fashion to bring about a fair 
process in the evaluation of pest tools we must follow a rigorous 
and scientific process, or else the process itself will lack credibility. 

All data must be considered, and outline procedures must be in 
place and followed rigorously. These strict procedures will allow for 
scientific, not political, conclusions. 

When Congress passed the Food Quality Protection Act, Congress 
expected and intended that sound scientific principles would be 
used in its implementation. In fact, this is what Vice President Al 
Gore stated in a memorandum sent to both the Department of Ag 
and EPA on April 8, 1998. This memorandum laid out the White 
House's plan for putting FQPA's implementation on the right track. 
The White House's plan for FQPA implementation contained four 
basic principles: sound science in protecting public health, regu- 
latory transparency, reasonable transition for agriculture, and con- 
sultation with the public and other agencies. 

America's agricultural and urban pest control communities sup- 
ported the Vice President's approach. Today I ask Vice President 
Al Gore to step up to the plate and follow through on his call for 
those procedures. 

FQPA*s implementation process is not only derailed, but terribly 
askew. Quite frankly, EPA*s decision to act without finalized 
science policies is apparently political and designed to appease the 
fringe environmental extremists. Decisions to restrict uses prior to 
the completion of the critical scientific policies that are the basic 
framework for the EPA to base decisions upon proves this point. 

Not all scientific studies have been completed and more studies 
are in progress. The data call in authority has been blatantly ig- 
nored and abused. Most troubling, important grower constituents 
have not been included in the process. At least two recent meetings 
were held in the Midwest by EPA, USDA, and the environmental 
community that did not include representatives from the affected 
grower community. 

Why did the EPA form another group when they already have 
TRAC? I am convinced it was due to the fact that the environ- 
mental extremists did not like the direction that TRAC was going. 
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They did not like the idea that the science was showing that crop 
protection tools were safe for children, your children and my chil- 
dren. 

Many of these same groups are currently accusing me of inten- 
tionally wanting to harm this Nation's children. Anyone who works 
with me knows that this is a malicious allegation without merit 
that has been put forward to distract for my bipartisan and widely 
supported FQPA legislation. 

I nave three young children of my own. I want them to have the 
safe .and nutritious diet that I was provided as a diild. Being able 
to «at fresh pears,, apples, grapes and cl^rries is the best thing for 
our children, however, the environmental extremists, along with 
EPA, are trying to deny my children that nutritious diet by using 
incomplete science and scare tactics. 

It is shameful that our own government and the environmental 
elite are encouraging the importation of fresh fruits and vegetables 
from foreign countries by claiming that our family farmers are not 
producing a safe product, yet our family farmers are both on the 
cutting edge of technology and are diligently working on reducing 
the use of pesticides. 

I would much rather feed my children produce because I know 
it is safe. I know it is produced by farmers who want to produce 
a safe, clean product, and I know it is grown with the utmost care. 

Carol Browner has stated, and I quote, "Our Nation ei\joys the 
safest, most abimdant food supply in the world.** She emphasized 
that for children and adults alike, the benefits of a diet that in- 
cludes fruit and vegetables far outweigh the risks of pesticides. 

Now, without a dire emergency, why is the EPA making deci- 
sions without all of the facts and procedures in place? Carol Brown- 
er needs to stop politicizing this process by not following a rigid im- 
plementation procedure. I ai^ her to use sound science, all avail- 
able data, and follow outlined scientific policies that will ensure our 
children will continue to have a fiafe, wholesome and abundant food 
supply. And I thank the chairman for the time. 

Mr. GOQDLATTE. I thank the gentleman. Does the gentleman 
from Texas have an opening statement? 

Mr. Stenholm. No. 

Mr. GOODLATTE. Thank you. At this time, we are very pleased to 
welcome our. first panelist, the Honorable Edolphus Towns, Con- 
gressman from the 10th district of New York. Congressman Towns, 
we very much appreciate your work inthis area. Your written tes- 
tknony will be made a part of the record, and we ^re pleased to 
hear what you have to say. Welcome. 

STATEMENT OF HON. EDOLPHUS TOWNS, A REPRESENTATIVE 
IN CONGRESS FROM THE STATE OF NEW YORK 

Mr. Towns. Thank you very much, Mr. Chairman, and let me 
also thank the ranking member, Mrs. Clayton, and all the other 
members of this committee. I think this is a very important hear- 
ing, and I thank you for the invitation. 

TTie Agriculture and Commerce Committees worked together to 
develop the Food Quality Protection Act. The act was passed unani- 
mously by both the House and the Senate, and it was signed into 
law by President Clinton on August 3, 1996. 
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As Congress developed the legislation, I worked hard to assure 
that using modem technology the Nation's food supply would be as 
safe as possible. I also believe that it was our intent, in passing the 
Food Quality Protection Act, to ensure that American consumers 
would continue to enjoy tremendous nutritional benefits from an 
affordable and abundant food supply. I encourage this committee to 
keep these goals in mind — safety, affordability, and abundance — as 
you exercise oversight on EPA*s implementation of the Food Qual- 
ity Protection Act. 

It is these three issues that have a Member from an urban 
area-— and to be specific, Brooklyn, NY — ^with no agricultural pro- 
duction, appearing before you today. Our food must be safe, and 
the Food Quality Protection Act should be implemented in a man- 
ner that avoids the increase in food prices. 

Food price increases would threaten consumer nutrition and in- 
crease the costs of operating USDA's important adult and child nu- 
trition programs. As this committee well knows, these programs 
are often the only source of fresh fruit and vegetables which pro- 
vide a nutritious breakfast and lunch for many low-income Ameri- 
cans. 

In addition to maintaining an affordable food supply, we must 
also be concerned about the public health benefits of the Nation's 
pesticides. Public health pesticides are used to control many in- 
sects, rodents and other organisms that transmit human disease 
and producing human discomfort or injury, such as mosquitoes, 
flies, fleas, cockroaches, ticks, mites and rats. All of these public 
health threats are of concern to me, but I am most concerned about 
cockroaches. 

A recent study sponsored by the National Institute of Allergy and 
Infectious Diseases confirms that cockroach residues increase the 
incidence of asthma among inner-citv children, resulting in a great- 
er absence from school, increased hospitalization, which leads to 
low performance in school and deaths due to asthma attacks. Mr. 
Chairman, I would like to submit a summary of the report's find- 
ings as a part of the record. 

The availability of reasonably priced insect control products, in- 
cluding many of the pesticide products currently under review by 
the EPA under FQPA, is critical to keeping the cockroach popu- 
lation under control. Insects like cockroaches can become immune 
to pesticides if only one or two products are used. Therefore, we 
need a variety of products available. If the Food Quality Protection 
Act is not implemented using good science and good sense, statis- 
tically valid use data and an understanding of real exposure, then 
there is a great likelihood that valuable products will be lost. 

The benefits of public health pesticides must be balanced with 
the risks from the use of these products for other purposes. 

In conclusion, let me say that Congress did not intend for EPA 
to rush to judgment on pesticide decisions. Yes, there are new 
standards, but there is also the need for a sound approach to the 
decision process based upon good science and good data. Exagger- 
ated and inaccurate assumptions are not good science or good data. 
Best guesses are not acceptable. 

EPA has an obligation to ensure that safe, public health pesticide 
controls continue to remain available. H.R. 1592, legislation that I 
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have cosponsored with Representatives Pombo, Condit and Boyd, 
provides needed direction to EPA for a logical and transparent im- 
plementation process based on reliable science, as Congress origi- 
nally intended when we passed this legislation in 1996. 

It does not change in any way the health and safety standard es- 
tablished by the Food Quality Protection Act. While I remain hope- 
ful that EPA will implement FQPA in science-based, reasonable 
manner, I believe Congress should also be prepared to move H.R. 
1592 to ensure that the public health benefits of pesticides are re- 
tained and that our food supply remains abundant and affordable 
to all Americans, and to make certain that it is safe. I would like 
to thank you, Mr. Chairman, for having the opportunity to testify 
before the committee, and at this time I will entertain any ques- 
tions you might have. 

Mr. GOODLATTE. Thank you, Mr. Towns. Mrs. Clayton, do you 
have any questions? 

Mrs. Clayton. I don't have any questions. I just want to assert 
that his comment that he represents an urban area, Brooklyn, NY, 
is not completely inaccurate, but it is not the whole statement. He 
is in Brooklyn by way of North Carolina. I happen to represent his 
birthplace, or did, and know his family. So, I want to welcome the 
North Carolinian who has become a New Yorker. 

Mr. Towns. Thank you very much. Also, I have another interest. 
The people in Brooklyn also eat, so I want to make sure the food 
is safe. [Laughter.] 

Mr. (joODLATTE. The gentleman from California. 

Mr. POMBO. Thank you, Mr. Chairman. Just for the record, as 
the chief co-author of H.R. 1592, I wanted to ask Mr. Towns a 
question. Do you at all, in your deliberations over this legislation 
and the many months that we have worked together on this — do 
you care about children at all? Do you care about poisoning chil- 
dren? Would you do anything that would poison your kids, 
grandkids, your constituents? 

Mr. Towns. Absolutely not. And, of course, you mention grand- 
children. I have two granddaughters, one 8 and the other one is 4, 
and they are very special. Aside from that, children in general are 
very, very special, and I think we have an obligation and respon- 
sibility to protect them all. But aside from that, I think we have 
an obligation to protect everybody, and I think that a safe food sup- 
ply is very, very important. And that is the reason why I am so 
involved with this legislation, because I think it does that, and I 
think it makes it possible for it to be safe. And I am hoping to be 
able to move it through, and hope that maybe as we go along we 
will pick up additional sponsors. 

Mr. POMBO. I thank the gentleman for coming here and testify- 
ing. More importantly, I thank you for all the work that you have 
put in to protect those grandchildren of yours. Thank you very 
much. 

Mr. Towns. I thank you for your help, too. Thank you very much. 

Mr. GoODLATTE. The gentleman from Texas. 

Mr. Stenholm. No questions, but I appreciate your contribu- 
tions. 

Mr. Towns. And it is within the budget, too. [Laughter.] 
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Mr. GOODLATTE. Well, Congressman Towns, I want to thank you 
as well for your contribution and for helping to point out that the 
issues that this committee deals with aifect all Americans no mat- 
ter where they live, and that good, high quality food is vitally im- 
portant, and the process by which we produce that is vitally impor- 
tant and, also, the contribution which the production of pesticides 
that are used in agriculture makes in making sure that those same 
products can afFordably reach the market for people who can't af- 
ford to spend a lot of money but face a very serious problem in 
urban areas, and really in every area of the country, in dealing 
with conditions that make living very unpleasant when you have 
to fight insects and rodents andf so on. So, your linking what we 
do on this committee with the world as everyone else knows it and 
sometimes thinks that what they get from the grocery store came 
from the back room and not from the agricultural areas that Con- 
gresswoman Clayton and I, and every other member of this com- 
mittee represent, is a valuable contribution, and we thank you. 

Mr. Towns. Thank you very much, Mr. Chairman, I look forward 
to working with you. 

Mr. GoODLATTE. The timing of this hearing, as I noted earlier, 
is unintended, but certainly very significant in light of the develop- 
ments that took place yesterday with the Environmental Protection 
Agency, and there is no coincidence whatsoever between the fact 
that I am sitting here and I have a lot of apples here setting next 
to me, and I just want to make it clear to everybody here that I 
view these actions as very serious, that it is very important that 
people understand there are a great many people, myself included, 
who want to assure the American public that they have a safe food 
supply, including things as healthy to eat as apples — and an apple 
a day will keep the doctor away, it will not cause the doctor to need 
to visit you — and I want to make sure that folks 

Mrs. Clayton. You are not going to eat all those apples? 

Mr. GoODLATTE. No, I am going to pass them around and let you 
enjoy them. I have mine here. We usually have peanuts and every- 
thing else here, but today is "Apple Day" at the committee. 

At this time, I would like to recognize the gentleman from Texas, 
Mr. Stenholm. 

Mr. POMBO. I just have a comment. Is it OK if we observe some- 
one else eating the apples, to see if they are OK afterwards? 
[Laughter.] 

Mr. GOODLATTE. Yes, that is your choice. The gentleman from 
Texas. 

Mr. Stenholm. I thank the chairman very much for yielding, 
and thank you for holding this very important hearing today on 
public health issues. And I couldn't have said it better myself than 
Mr. Towns, just a moment ago, in putting in proper perspective 
that which we are about today. 

I also appreciate this opportunity to discuss the EPA's recent an- 
nouncement to cancel certain uses of two organophosphates, OPs, 
prior to completion of the process set up by the Tolerance Reassess- 
ment Advisory Committee, or TRAC. 

It has been almost a year and a half since the Vice President 
sent a memorandum to EPA and USDA instructing them to follow 
four basic principles. Mr. Pombo just outlined them a moment ago. 
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let me reiterate them: (1) ensure a transparent process; (2) let 
sound science guide the decisionmaking process; (3) stakeholder 
input; (4) a reasonable transition for agriculture. I strongly support 
those sound principles. 

Shortly after the memorandum was released, the TRAC was cre- 
ated to allow all stakeholders to participate in the discussion sur- 
rounding FQPA implementation, and this just bugged the hound 
out of some folks that had had the field to themselves prior to this 
decision. 

There were many in the Agriculture Committee who believed 
that the TRAC was nothing more than an empty promise, and this 
would be no different than their past dealings with EPA. Congress- 
man Marion Berry and I encouraged these folks to take advantage 
of this opportunity. I believe the Members from the agpculture 
community felt that they were valued participants in this impor- 
tant process during the past year. 

While there were sometimes disagreements in the TRAC meet- 
ings, there was also tremendous progress. In any case, participants 
left the meetings with a better understanding of the issues under 
consideration and the views of those who were not in agreement. 
Two of the most important decisions made by the TRAC were to 
put the key science policies out for notice and comment, and to set 
up a clear transparent and understandable process to be followed 
as risk assessments were being done on OPs. 

I cannot emphasize too strongly the importance these two acts 
had on agriculture. EPA gained immeasurable credibility by allow- 
ing for an open, understandable and inclusive process. For the first 
time in 20 years in the Congress, I found myself saying good things 
about EPA and meaning it, and sincerely believing what I meant. 

Yesterday, however, EPA Administrator Carol Browner an- 
noimced EPA's intent to cancel uses for azinphos methyl and meth- 
yl parathion. Coincidentally or not, this announcement took place 
the day before FQPAs third anniversary. Ms. Browner's announce- 
ment occurred just two hours before the technical briefing on one 
of these chemicals was to take place, and after an impressive ad 
campaign was released by the environmental community to scare 
parents and children about the safety of our food supply. The ad 
by the environmental community attacked EPA for failing to take 
action — ^translation: No cancellation of OPs. 

I never cease to be amazed by the fact that those who speak out 
against utilizing technology in food production usually do so with 
a very full mouth. 

To those of you who use these irresponsible scare tactics, I say 
"shame on you", and specifically comments like showed up in the 
New York Times earlier this week, **They are going*' — ^they, mean- 
ing EPA — ^"out of the way to say, *eat this stuff,' " even though they 
are banning it next year. That is from Mr. Ken Cook, president of 
the Environmental Working Group. 

If there was anything unsafe about these apples or pears, would 
we be eating it? Would we want our children to eat it? Would any- 
one? I have made it very clear throughout my life on this commit- 
tee and before, that if soimd science dictates that anything that we 
are using in the production of food should be banned, it ought to 
be banned immediately, but it should be done based on sound 
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science. It should be based on the conclusion of a majority of sound 
science, not some individual scientist or organization who reaps 
tremendous benefit from creating sensationalism in making that 
determination. 

From the beginning of this process, many of us in agriculture 
have said we should follow the process using sound science. If it 
is determined that a chemical poses an imminent hazard, let us 
take it off the market. Find anyone in agriculture that says any- 
thing other than that. 

After following the process, if sound science dictates that we 
must transition away from a chemical, we have stood ready to work 
with EPA, USDA, and interested stakeholders to find the best way 
to do this. 

Yesterday's announcement by EPA does not follow either sce- 
nario, and that is why I and others are so upset with this an- 
nouncement. The TRAC laid out a six-step process to be followed. 
Yesterday EPA announced its intent to cancel uses of methyl 
parathion which is just now in step 5. It is my understanding, be- 
cause of the time pressures on USDA to finish their review of the 
risk assessment, they were not able to do as much grower outreach 
as necessary. 

There are also two key science policies, 99.9 and lOX, that are 
yet to be decided by EPA, that could have a significant impact on 
the risk assessment of one, if not both, of the OPs mentioned yes- 
terday in EPA's press conference. 

Now, I may be just a cotton farmer from west Texas, but common 
sense tells me that somewhere along the way a commitment to the 
process and sound science were tossed aside in favor of political 
whim. And, interestingly, just last Saturday, the President of the 
United States, in his message to America, said "America's farmers 
look ahead to this year's harvest, what should be a time of reward 
and satisfaction, instead is becoming a time of disappointment." 
Now, I am not sure he meant with that statement the problem that 
we perhaps are failing now, but anyone reading that statement 
would note that when you make an announcement of this nature 
right in the middle of harvest of apples and pears, et cetera, you 
might perhaps affect the bottom line of farmers. And I choose to 
say that is what he meant, but one of his Department leaders chose 
not to acknowledge that. 

American farmers have already been hit by the lowest prices in 
decades, diminishing foreign markets, and devastating drought. 
EPA's announcement came at the heart of harvest season and 
could have serious impact on fruits and vegetables treated with ei- 
ther of these chemicals. 

Finally, while I intend to continue to work with EPA, USDA, and 
any interested parties in FQPA implementation, my faith that we 
will be able to solve issues administratively is not as strong as it 
was a year ago, or even just a month ago, or even 4 days ago. For 
that reason, I would like to ask my colleague from Calfibmia, Mr. 
Pombo, to add my name as a co-sponsor to his bill, H.R. 1592, the 
Regulatory Fairness and Openness Act of 1999. 

I had felt that this EPA was giving a good faith effort to move 
forward in the direction that we were needing to go, but that was 
totally destroyed with the actions that were taken yesterday. 
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Again, Mr. Chairman, I thank you for holding this hearing. I ap- 
preciate having the opportunity to address these issues, and I, 
again, couldn't have said it better than Mr. Towns a moment ago — 
food supply needs to consider safety, afTordability, and abundance. 
To those among us that believe you can ignore any one of those 
three in the policies that this country follows and the importance 
that we have to the rest of the world, any one that believes that 
America and the rest of the world can be fed with abundance of 
food, without using technology, are wrong. It cannot be done, and 
I defy anyone to come before this committee at anytime and sug- 
gest that it can. In order for us to have the safest food supply at 
the lowest cost and the most abundant quantity and the best qual- 
ity, we must use technology and we must use it safely. And some- 
how, some way, we have got to stop listening to those who would 
sensationalize the safety of our food supply for personal gain — ^for 
personal gain — ^and we must be able to find ways to use consensus 
science. 

Mr. Chairman, that is what you and this committee have been 
trying to do. Mr. Berry and I have been playing a role — and he will 
speak for himself regarding where we are today — ^but we continue 
to have a problem because of the unwillingness of some to follow 
good science and a sound procedure, and that is a potentially big 
problem. I thank you for your indulgence, Mr. Chairman. 

Mr. GOODLATTE. I thank the gentleman for his well thought out 
comments. I just wish he felt more strongly about it. [Laughter.] 

The gentleman from California, Mr. Pombo. 

Mr. POMBO. Mr. Chairman, I just wanted to respond to Mr. Sten- 
holm briefly, and thank him for lending his name to the legislation, 
but I wanted to point out that Mr. Stenholm, I believe, has acted 
extremely responsibly and cautiously throughout this entire debate, 
and I have had the opportunity to talk to him about my concerns 
and my problems, and have been told, too, that Mr. Stenholm felt 
that the process could work, and that we should hold off on the leg- 
islative fix. And I appreciate what you had to say and, as usu£d, 
I think it was very important and well thought out. Thank you. 

Mr. GoODLATTE. I thank the gentleman. TTie gentleman from Illi- 
nois, Mr. LaHood. 

Mr. LaHood. Mr. Chairman, thank you. Mr. Stenholm, I would 
love to have you be a co-sponsor of my bill. It is not that dissimilar 
to Mr. Pombo's bill. It would be a great addition to my bill if you 
would cosponsor it. I would love to have you, Charlie. 

Mr. Stenholm. I would be happy to put my name on your bill. 

Mr. LaHood. Thank you very much, glad I asked. Thank you, 
Mr. Chairman. [Laughter.] 

Mr. Stenholm. Whatever it is I cosponsored. 

Mr. LaHood. It is a very good bill, and it goes right along with 
what your statement was, and it is very similar to Mr. Pombo's bill, 
and I am glad to have you as a cosponsor. Thank you very much. 

Mr. Stenholm. I am very familiar with your bill, and I am 
happy to join and cosponsor, and seeing if we might not be able to 
move the legislative process because the administrative process 
broke down in a very significant way yesterday, and if you would 
continue to yield for another point 

Mr. LaHood. Yes, sir. 
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Mr. Stenholm. It wasn't but just a few weeks ago that EPA kind 
of got their hand slapped regarding clean air in that they were 
going too far in the interpretation of what Congress meant, and I 
think they have done exactly the same thing again yesterday. And 
I think that it is very important now, if we are not going to have 
the administrative good faith efforts to move us forward, that it is 
important for us to look at any and all legislative solutions. And 
I don't look forward to going down that route, but I am pleased to 
move down that route now and add my name to your bill, Mr. 
LaHood. 

Mr. LaHood. Thank you, Mr. Stenholm. Mr. Chairman, I would 
associate myself with Mr. Stenholm's comments. I don't think any- 
body on the committee could have said it any better than you have, 
and I appreciate very much your statement here today. Thank you. 

Mr. GOODLATTE. I thank the gentleman. I want to second the 
comments of the gentlemsm from Texas as well. The statutory 
deadline for the EPA to evaluate the first one-third of all pesticide 
tolerances occurred today and, as the gentleman from Texas point- 
ed out, the EPA was making progress in this area. They apparently 
have met the statutory requirement that they evaluate one-third of 
the pesticides, but I don't see how there was any further need to 
take the drastic actions on two widely used and agriculturally im- 
portant pesticides that we witnessed yesterday, the hasty decision 
to act upon these products without finalized science policy seems 
to be largely guided by political desires. 

Concern has surfaced that these public and highly visible deci- 
sions could have a dramatic effect on consumer confidence since 
much of this year's crop has already been treated and harvested. 
Without an imminent hazard presence, a decision to smnounce such 
dramatic restrictions for two widely used pesticides seems unwar- 
ranted. The tolerance reassessment process has largely been under- 
mined and shortcircuited by these decisions. Decisions to greatly 
restrict uses have been finalized prior to completion of critical sci- 
entific policies. Interim policies that have not completely gone 
through the notice and comment period are negatively impacting 
the decisions of the EPA. Without finalized policies in place, the 
system loses credibility, consistency and fairness. 

In summary, what has emerged over recent days was the deci- 
sion by EPA to have at least two significant examples of risk miti- 
gation accomplishment opposite the 39 organophosphate insecti- 
cides in time for the August 3 deadline. This decision was set and 
the course charted to meet that goal, notwithstanding the fact that 
not all scientific studies on the two subject chemicals had been 
fully evaluated by EPA and incorporated into the risk assessment, 
more science studies are in progress, science policies that could sig- 
nificantly impact the risk assessment of the two subject chemicals 
have yet to be finalized by EPA, important grower concerns have 
not been included in the process, at least two recent meetings were 
held in the Midwest by the EPA, as was pointed out by the gen- 
tleman from California, with the environmental community that 
did not include major representatives from the effective grower 
community. Many of these same environmental groups have re- 
cently announced their withdrawal from the Tolerance Risk Advi- 
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sory Committee, which was formed to facilitate multi-stakeholder 
discussion of the tolerance setting process. 

Perhaps the most intolerable and repugnant issue of all is that 
registrants were forced to the bargaining table and found them- 
selves part of a rush to judgment in order to, I believe, contribute 
to a perception of further achievement by the August 3 deadline. 
This occurred despite the fact that the risk assessment and mitiga- 
tion phase sixth step that was developed by the TRAC, with ftiU 
endorsement by USDA and EPA, would be totally subverted and 
circumvented in the process. 

Data call and authority is clearly vested in the EPA under 
FIFRA. To date, such authority has been blatantly ignored and 
abused. As we have seen over the last 3 years, the EPA has hidden 
behind their veil of disarray and confusion and stood firm in claim- 
ing that all the data needed was already in hand. 

Just within the last several weeks, the EPA has exercised its au- 
thority in a limited fashion for data requirements established 
under the FQPA. What good does this do for those products that 
the EPA had already passed muster on yesterday? Both major reg- 
istrants already committed to perform additional studies and, in 
fact, new data was already being generated at the time of the an- 
nouncement. How can the process completely ignore this? 

Undue delay and long, drawn out process has never been what 
we have called for. However, with no imminent present, expedited 
decision for the sake of political gain is intolerable. 

We have a vote on the floor. I would suggest that the subcommit- 
tee recess, and we will come back to hear the second panel. 

[Recess.] 

Mr. GrOODLATTE. The subcommittee will reconvene. We are now 
pleased to welcome our second panel, Mr. Richard Rominger, Dep- 
uty Secretary of the U.S. Department of Agriculture; Mr. Peter 
Robertson, Acting Deputy Administrator, U.S. Environmental Pro- 
tection Agency; Mr. William Lovelady, chairman of the board. Na- 
tional Cotton Council, Washington, DC; Dr. Wa)nie Carlson, vice- 
president of regulatory affairs and field development for the Bayer 
Corporation, Kansas City, MO, accompanied by Mr. Jay Vroom, 
president of the American Crop Protection Association. 

Mr. Rominger, we are glad to have you with us and, as you know 
from your many visits to our committee, your statement will be 
made a part of the record, and we welcome your testimony at this 
time. •* 

STATEMENT OF RICHARD ROMINGER, DEPUTY SECRETARY, 
U.S. DEPARTMENT OF AGRICULTURE, ACCOMPANIED BY MR. 
KEITH PITTS, SPECIAL ASSISTANT TO THE DEPUTY SEC- 
RETARY 

Mr. Rominger. Thank you, Mr. Chairman. I am pleased to be 
here to talk to the committee about the U.S. Department of Agri- 
culture's role in the implementation of the Food Quality Protection 
Act. I also have with me today Mr. Keith Pitts, who is my Special 
Assistant on this subject, and is here to help me answer any ques- 
tions. 

I would like to just remind everyone that I have been at the De- 
partment now for over 6 years as Deputy Secretary, but I spent 
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most of my life on the agriculture side of this issue as a farmer in 
California, and so as a practicing farmer I used pesticides for quite 
a number of years. I have three sons who are now farming and con- 
tinuing that tradition. I also have four grandchildren, and I also 
want to make sure that this food supply is safe — and I would be 
happy to eat one of those apples, too, if you are going to pass them 
around. 

I also spent almost 6 years as director of the California Depart- 
ment of Food and Agriculture before there was a CAL EPA, when 
the department regulated pesticides in California and we were in- 
volved in putting together the pesticide regulatory program in that 
state. So, I think I have a good luiderstsmding of both the agricul- 
tural side and the government/public side of this issue. 

I have a few remarks on public health issues that Lcouldmake 
at this point, but I woirid just submit those for the record, if you 
would prefer, and then be available to answer questions, or I could 
make a few comments about USDA's involvement in some of the 
public health issues. 

Mr. GOODLATTE. We will take your opening remarks, and then 
hear from the other panelists, and then come back for questions. 

Mr. ROMINGER. Thank you. 

[The prepared statement of Mr. Rominger appears at the conclu- 
sion of the hearing.] 

Mr. GrOODLATTE. Next, we are pleased to welcome Mr. Peter Rob- 
ertson, of the EPA. 

Mr. Robertson. 

i^at^hent of peter Robertson, acting DEa>uTY admin- 

ISPTRATOR, UJB. ENVIRONMENTAL PROTECTION AGENCY 

Mr. Robertson. Thank you, Mr. Chairman. We appreciate the 
opportunity to be here today. With me is Jim Aidala, the Associate 
Assistant Administrator from the OfRce of Prevention Pesticides 
and Toxic Substances, and Steve Johnson, who is the Acting Dep- 
uty Assistant fix)m that same office. With your permission, I will 
briefly summarize my remarks and submit my fiill statement for 
the record. 

Before I begin my testimony, however, I would like to say a few 
words about your late colleague. Representative George Brown. Mr. 
Brown was one of EPA's earliest and strongest supporters, and we 
at EPA will always owe him an .enormous debt of gratitude. Vir- 
tually every major piece of environmental legislation bore his 
stamp in one way or another, and America is the better for it. The 
tireless dedication and years of experience that he brought to these 
issues will be sorely missed by all of us. 

In light of yesterdays annoxmcement of agreements on two 
organophosphate insecticides and todays passing of the first major 
PQPA milestone, I would like to address our progress in imple- 
menting FQPA as well on public health pesticide uses. 

Public health pesticides play an important role in our society, 
helping to protect us from disease vectors such as mosquitoes, 
ticks, cockroaches, and rats. FQPA's requirement that EPA con- 
sider the aggregate risks of all nonoccupational exposures to a pes- 
ticide when reviewing tolerances has placed greater emphasis on 
evaluating non-dietary exposures, including those from public 
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health uses, and it has raised concerns about how EPA is consider- 
ing public health uses and how we are evaluating non-dietary pes- 
ticide exposures. 

Let me assure you, Mr. Chairman, that EPA takes these con- 
cerns very seriously. EPA is working closely with HHS and USDA 
to assure that we are appropriately considering public health pes- 
ticides as we implement the law. EPA has appointed a Public 
Health Coordinator to facilitate interagency communication and co- 
ordination. We are sharing with HHS all risk assessments for pes- 
ticides with public health uses in order to improve our risk assess- 
ments, and we are working to put in place a Memorsmdum of Un- 
derstanding to formalize this interagency cooperation to attain our 
common goals. 

We have been working for a number of years to improve our 
databases and methods for evaluating non-dietary exposures, in- 
cluding those from residential pesticide uses. We have used a num- 
ber of tools, including data call-in, voluntary cooperation with in- 
dustry groups, and EPA supported research efforts to improve our 
data and risk assessment methods. 

Taken together with the scientific policies that are subject to the 
public notice and comment process laid out at the TRAC, these ac- 
tivities are putting the agency on a sound scientific footing to 
evaluate all sources of pesticide exposure, as required under the 
FQPA. 

Let me turn now to the broader FQPA implementation issues. 
Today is an important landmark in the implementation of FQPA, 
as you and other members of the subcommittee noted. It marks the 
third anniversary of enactment, and also the first major milestone 
in the statute, the deadline for reassessing the first third of toler- 
ances. I would like to use this opportunity to outline briefly where 
we stand, and also to discuss yesterdays announcement. 

First of all, I am pleased to announce that EPA has met the first 
tolerance reassessment deadline, reassessing 3,290 tolerances. Re- 
l3ring on the four principles that underlie the TRAC process — ^trans- 
parency, sound science, stakeholder involvement, and a reasonable 
transition for agriculture — ^we have been able to meet able to meet 
this deadline and base our decisions on sound science and an open 
consultative process. 

Our experience with the TRAC pilot process for refining 
organophosphate risk assessments has also shown us the value of 
transparency and consultation. This public process has 3rielded im- 
portant new information that has greatly improved our risk assess- 
ments. Similarly, the public process for revising key science policies 
is helping to ensure that our assessments and policies are ground- 
ed in the best available science. 

As you know, yesterday the Administrator announced cancella- 
tion agreements and risk reduction strategies on two 
organophosphates, azinphos methyl and methyl parathion, that 
will significantly reduce risks, especially dietary risks to infants 
and children. These measures include elimination of a number of 
uses, particularly uses of methyl parathion on fresh firuits and 
vegetables. These uses of methyl parathion represent 90 percent of 
the estimated risks to children. Other uses will be modified, includ- 
ing reductions in tolerances and other measures to reduce risk. 
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These steps will greatly reduce consumer exposure, while leaving 
farmers with a wide array of viable crop protection tools. 

FQPA was a challenge to all of us to do better, to provide an 
extra measure of protection for American consumers, and that is 
precisely what these actions will do. At the same time, and as Ad- 
ministrator Browner and Deputy Secretary Rominger noted yester- 
day, we still believe that our food supply is the safest in the world, 
and this administration continues to encourage all Americans to 
eat a well balanced and varied diet, particularly one rich in fruits 
and vegetables. 

I also want to assure the members of this committee, as well as 
growers and food processors, that food already treated with these 
pesticides will be fiiUy acceptable in commerce. As the Adminis- 
trator said yesterday in her announcement, **These actions we are 
taking today evolve from the tough new requirements of the Food 
Quality Protection Act, and under no circumstances should be used 
to challenge the safety of our existing food supply, or even a par- 
ticular fruit or vegetable." 

The TRAC process has been a useful one for both EPA and 
USD A. I want to assure you that we have been faithful to the 
TRAC process and the four principles that underlie it. These ac- 
tions were based on sound science and the best available data. The 
risk assessments went through the public comment and USDA re- 
view process, as outlined at the TRAC. And EPA and USDA have 
been consulting with our stakeholders, including growers, to make 
sure that these actions will not leave them in the lurch. 

These principles really come down to using common sense. Take 
appropriate steps when evidence shows that they are necessary, 
but be mindful of the impacts our actions can have. The measures 
announced yesterday were the result of a careful and deliberative 
process, but the time had come for action. 

Mr. Chairman, as many members of this committee have pointed 
out, farmers are the first ones to say that if there is real evidence 
of a product that poses unreasonabte risks, we shouldn't be using 
it. We believe the steps announced yesterday meet that test, and 
we want to continue working with you, the growers, and the pes- 
ticide industry, and all other parties, to make our food supply even 
safer. Thank you, Mr. Chairman. 

[The prepared statement of Mr. Robertson appears at the conclu- 
sion of the hearing.] 

Mr. GOODLATTE. Thank you, Mr. Robertson. 

I am now pleased to welcome Mr. William Lovelady. 

STATEMENT OF WILLIAM LOVELADY, CHAIRMAN OF THE 
BOARD, NATIONAL COTTON COUNCIL 

Mr. Lovelady. Thank you, Mr. Chairman. My name is Bill 
Lovelady, and I am a cotton farmer from the El Paso Valley of 
Texas. As a farmer, I take seriously my role as steward of the land 
and our resources. I am also a father, and I want you to know that 
my children were raised eating safe and nutritious U.S. grown 
fruits and vegetables — ^maybe not as many as they should, but we 
tried. 
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Thank you for the opportunity to speak on behalf of the members 
of the National Cotton Council, and thank you for your continued 
interest in the implementation of the Food Quality Protection Act. 

It appears EPA has abandoned sound science and replaced it 
with political science. That does great disservice to farmers, to food 
processors, and consumers, by undermining confidence in our Na- 
tion's outstanding production, regulatory and delivery system. 

In response to our concerns. Representatives Stenholm and Berry 
contacted Vice President Gore over a year ago, and the Vice Presi- 
dent issued a memo directing EPA and USDA to work together, to 
be guided by four principles — sound science, transparency, stake- 
holder input, and transition. One result of that memo was the for- 
mation of the Tolerance Reassessment Advisory Committee. I serve 
on the TRAC. 

Although there has been some criticism of the process, my per- 
sonal opinion is that TRAC has been very useful and has made sig- 
mficant progress for several reasons. First, the TRAC has served 
as a useful vehicle for producers and other interested parties to 
participate in the Food Quality Protection Act implementation 
process. Second, the TRAC meetings have resulted in an increased 
role for USDA. Third, EPA has identified at least nine science pol- 
icy issues that are important for FQPA implementation. Finally, 
EPA has developed a six-step pilot program for reassessing toler- 
ances of OPs. 

Mr. Chairman, to be candid, the decisions announced by the EPA 
Administrator yesterday have jeopardized the progress of the 
TRAC process. Any credibility or trust which may have been devel- 
oped towards building a cooperative and consensus based process 
for implementing FQPA has been seriously compromised. 

EPA has decided to target methyl parathion and azinphos methyl 
and to cancel and mitigate some of their uses. Fruits and vegeta- 
bles are going to be the most severely impacted. EPA made these 
decisions despite the fact that several key science policies identified 
in the TRAC discussions and pertinent to these compounds have 
not been completed. 

The final decision on application of lOX children's safety factor 
is not expected until March of 2000, yet EPA is appl3ring the full 
lOX factor to methyl parathion in spite of neurotox studies submit- 
ted by the registrant. Other pertinent science issues which have 
not been resolved are the use of human data and the 99.9 percent- 
ile data confidence interval. 

As I mentioned earlier, a six-step pilot process was established 
to guide review of the OPs. In the case of methyl parathion, phases 
5 and 6 were totally disregarded. EPA announced final decisions on 
this product before USDA completed its review. The Agency made 
a public announcement yesterday, before the technical briefing was 
conducted, and affected users were not consulted as these decisions 
were being made. 

Mr. Chairman, I am concerned that any hope of future coopera- 
tion and progress with EPA concerning FQPA implementation has 
been seriously compromised. The efforts of the TRAC may have 
been wasted. I am also concerned that representatives of the so- 
called environmental communitv walked awav firom TRAC. A dan- 
gerous precedent has been established. A well defined transparent 
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science based process is critical to the implementation of this im- 
portant legislation. Safe, effective crop protection products are vital 
so that farmers can continue to provide safe, affordable food and 
fiber for consumers. 

Again, thank you for the opportunity to provide comments on 
these issues. 

[The prepared statement of Mr. Lovelady appears at the conclu- 
sion of the hearing.] 

Mr. GOODLATTE. Thank you, Mr. Lovelady. 

I am now pleased to welcome Mr. Wayne Carlson, of the Bayer 
Corporation. Mr. Carlson, welcome. 

STATEMENT OF WAYNE CARLSON, VICEPRESroENT, REGU- 
LATORY AFFAIRS AND FIELD DEVELOPMENT, BAYER COR- 
PORATION 

Mr. Carlson. Thank you, Mr. Chairman, ladies and gentlemen. 
My name is Wa3me Carlson. I am vice-president of regulatory af- 
fairs and field development for Bayer Corporation's Agriculture Di- 
vision, headquartered in Kansas City, MO. I am pleased to have 
the opportunity to discuss this issue with this committee. 

Bayer Corporation is one of the manufacturers of azinphos meth- 
yl, an organophosphate insecticide widely used for the control of in- 
sects infesting tree crops. It also is used to a lesser degree in cotton 
and several other crops. 

Azinphos-methyl is procedurally the furthest along of the prod- 
ucts being evaluated under the step-wise process laid out in the 
TRAC. I have been asked to come before you today to describe 
some of our technical and procedural observations and experiences 
as our product has gone through the FQPA process. 

I would like to group these comments into three areas — ^first, 
science and policy issues; second, the complexity of the process; 
and, third, the critical importance of carefully implementing FQPA 
according to the TRAC process. 

Relative to science and policy, experience with our product clear- 
ly shows how critical science and policy issues are to the FQPA im- 
plementation process and to future availability of pest control prod- 
ucts. The importance of science and policy were recognized early by 
the FQPA Implementation Working Group, the IWG, a coalition of 
66 commodity, grower and pesticide-related organizations. 

In its April publication called The FQPA Roadmap, IWG outlined 
eight critical science policy areas which needed to be clarified prior 
to the FQPA decisionmaking process moving forward. This list of 
science policy issues has grown to nine as a result of further inves- 
tigation in the TRAC process. There are now some 20 individual 
science policy papers generated, detailing issues in these nine 
areas. Only one of those has been issued as final. Several are only 
scheduled and won't be issued yet for some time. These science 
policies represent the foundation of decisionmaking under FQPA. 
Without them, decisions are, at best, interim, which could have a 
negative effect on some user groups. 

There has been much discussion surrounding the use of default 
or screening level assessments for products being used while these 
science policy issues are being finalized. This committee saw during 
the April hearings, the differences between a dietary risk assess- 



Digitized by 



Google 



19 

merit based upon default assumptions versus a refined risk assess- 
ment, a difference of 10,000 percent of the risk cup versus about 
130 percent of the risk cup for the most sensitive subpopulations 
in the FQPA dietary risk assessment for azinphos methyl. 

That 130 percent is influenced by other science policies still 
under debate and discussion, even with the refined dietary expo- 
sure values contained in the assessment. In fact, there are 11 pol- 
icy documents, of the previously mentioned 20, plus the use of 
human data, that will ultimately influence the decisions on prod- 
ucts like azinphos methyl. Bayer Corporation has recently submit- 
ted two human studies to EPA and California. California has re- 
viewed and accepted the results of these studies in its risk assess- 
ment process. U.S. EPA still has not, and we are awaiting its policy 
decision. 

The most critical of all of the policy decisions in question is the 
99.9 percentile policy. The 99.9 percentile is considered by some to 
be a default or screening level value; by others, it is considered to 
be a regulatory point. The azinphos methyl risk assessment involv- 
ing dietary exposure showing about 130 percent of the risk cup for 
the most sensitive subpopulation becomes only about 80 percent at 
the 99.75 percentile; 35 percent at the 99th percentile; and only 
about 14 percent at the 95th percentile, the level normally used to 
establish significance in scientific studies and the level at which 
FDA regulates food additives. Use of human data could even fur- 
ther reduce these values several fold. In short, it is entirely pos- 
sible that one of several policy decisions could result in a risk level 
well below that of the current 130 percent. 

This brings me to my second concern, the complexity involved in 
the FQPA process. FQPA requires that all available and reliable 
data be employed in the process. In the case of azinphos methyl di- 
etary risk assessment, 52 crops were included, with 261 specific 
food forms, each one requiring separate scientific judgments for ap- 
plication of the 133,708 datapoints and 40 separate processing fac- 
tors. This just includes dietary exposure from food. We need to 
keep in mind that FQPA requires food exposures be combined with 
water exposures and with exposures resulting from applications in 
the home, in restaurants, et cetera, for chemicals which are ap- 
proved for such uses, into what is called an aggregate risk assess- 
ment for a single chemical. Finally, exposure from that chemical 
needs to be added to others, if they are deemed to share a common 
mechanism of toxicity, into what is called a cumulative risk assess- 
ment. 

How to conduct a cumulative assessment is very complicated, 
and you can imagine a critical factor in determining the mture of 
families of important pesticides. If it is done too hurriedly or in an 
overly conservative manner, pesticide availability will suffer need- 
lessly. 

In addition to what we have learned relative to the critical as- 
pects of the science policy issues and the complexity involved in the 
proper exposure and risk assessment, we have learned the impor- 
tance of adhering to the process of FQPA implementation as out- 
lined in the TRAC. 

In their April testimony before this committee, Jim Aidala and 
Keith Pitts described a six-phase pilot process which, among other 
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things, was to "Provide for public participation on risk mitigation 
measures and practical transition strategies. ** 

Azinphos-methyl, the product furthest along in the process, has 
just completed phase 5, a phase in which risk mitigation proposals 
were to be submitted by the registrant €md other interested parties, 
phase 6 was to allow EPA and USDA to woric together on risk 
management strategies. Near the end of the phase 5 period, Bayer 
Corporation found itself in intense negotiations on risk mitigation 
issues. It was very di£Ficult, in a limited amoimt of time, to contact 
the many interested grower and user groups to get their full input 
to be sure that their needs were being considered ini;he risk-bene- 
fit assessments required under TIFEA regulated mitigation propos- 
als. It is critical that the sixth phase of the process be included, a 
process of up to €0 days wherein EPA, along with USDA, work to- 
gether to develop risk management strategies, to assure that the 
users' needs are not ignored. 

In conclusion, despite the. complexities of FQPA, it is still a good 
iaw, one which Tequires us to bring our best science and data to 
the i»*ocess of regulating pesticides.rIt«.also;is~ really a powexfiil law, 
.and it must be implwnented with respoaisibility and reason. EPA 
and USDA have a responi^biUty to use the best- science available 
and consult with growers and applicators. We favor legislation that 
furthers this objective. We have a safe, abundant, and economical 
food supply. We must act carefully to be sure that it is even safer, 
moire^bundant, and more economical in the future. 

Thank you, Mr. Chairman. 

[The "prepared statement of Mr. Carlson appears at the conclu- 
sion of the hearing.] 

Mr. GOODLATTE. Thank you, Mr. Carlson. 

Mr. Robertson, let me ask you-^I have a copy of the Memoran- 
dum of Agreement between the Environmental Protection Agency 
and Signatory Registrants, regarding the registration of pestici(te 
products, containing azinphos meth3rl. On page 14 of that agree- 
ment, there is a provision that says ''All the signatories to this 
agreement agree mat they will not challenge or provide financial 
or technical assistance to anyone challenging in any fbrum any of 
the provisions of this agreement." 

First, I would like to ask you why you would put such a gag 
order in an agreement that you would have with anybody regard- 
ing an issue of trying to come to a conclusion abaut the beneficial 
or nonbeneficial aspects of any pesticide or other product that is 
being evaluated by the EPA? 

Mr. AlDALA. Mr. Chairman, this is a fairly standard part of a vol- 
untary agreement, given that if the agreement is that you are not 
going to exercise some of your rights imder the statute, given that 
we are going the voluntary route, that is really what that is refer- 
ring to. It is not any attempt to be a gag order or some of the other 
ch£u*acterizations it may sound like. 

Mr. GooDLATTE. Well, it sure soimds like the consequences of not 
doing so would be a violation of the agreement. I mean, to me, the 
purpose of the Environmental Protection Agency is to get at the 
truth, to find out whether a particular product is helpful, and we 
have already had some testimony and we are going to have more 
testimony, about how a lot of these products are very helpful, at 
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assuring that we have high quality, affordable and abundant food, 
and that we have high quality and safe food and pesticides for use 
in public places and types of uses that Congressman Towns testi- 
fied to, and it would seem to me that if an agreement is entered 
into and somebody has reason to believe that it is not the best 
agreement in the interest of the public, that the EPA would not 
have a provision like that, attempting to shield from the public, 
from the Congress, from others who want to get at the truth of this 
matter, the ability of somebody who may have some information to 
shed on that, the right to challenge the agreement or the findings 
therein, or to provide financial support to a group or organization 
who may be engaged in doing just that. Can you defend the clause 
in this agreement? 

Mr. AlDALA. Again, this type of provision is designed to be the 
substitute for what otherwise under the statute is all the rights 
and opportunities people have in other cancellation proceedings. 
Since this is a voluntary cancellation agreement, the idea is that 
you are then basically having this be the substitute for all the 
kinds of things that registrants have and, in some cases, have over 
the years quite rightfully exercised their rights under the statute. 
It is not an attempt to say, for example, that this particular reg- 
istrant or any other could not provide information, could not state 
the kinds of things that they are stating about whatever the fac- 
tual case is. In those kinds of matters, for example, we would be 
FOIA'd with all of our information, what were our assessments and 
whatnot, and obviously we would make those public too, as a public 
agency. 

In terms of a particular sort of history of these kinds of provi- 
sions and these kinds of agreements, I would ask that we could re- 
spond to the record because our (leneral Counsel's Office obviously 
has more particular experience and expertise in this matter. 

Mr. GooDLATTE. Well, I think it is a very serious matter because 
the way I read this, it says "All signatories to this agreement agree 
they will not challenge in any forum any of the provisions of this 
agreement.'* 

Now, to me, one of the principle purposes of this hearing is to 
determine whether or not this agreement was made in the best in- 
terest of the public, and that is exactly what I think would be 
wrong if we did not allow everybody participating in this hearing 
vto freely challenge the agreement or any of the assumptions con- 
tained in that agreement. So, we would welcome a response in 
writing from the Counsel of the EPA about not only this agree- 
ment, but any others in which an agency dedicated to protecting 
the public and promoting the use of proper scientific procedures to 
get at the truth about these matters wouldn't have language where 
effectively they would try to silence somebody doing just that. 

Mr. AlDALA. Again, Congressman, it is certainly no attempt to si- 
lence people. For example, in this kind of forum, it really is, as I 
am told by counsel, that it is a fairly standard part of these kinds 
of agreements. And, again, I would ask that we get back to you for 
the record. But, certainly, for example, this is a forum, in terms of 
any forum, and we would welcome any and all discussion, as obvi- 
ously we have already engaged in so far this afternoon, and I am 
sure we will continue. 
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Mr. GOODLATTE. Then you ought to change the language in your 
s^eement, and not make those who sign those agreements feel in- 
timidated by them. 

Let me ask Mr. Carlson, do you think the TRAC process was fol- 
lowed in EPA's decisions that were announced yesterday? You or 
Mr. Vroom can answer that question. 

Mr. Carlson. As I mentioned in my testimony, Mr. Chairman, 
we thought the process was being followed through the end of 
phase 5. At that point we were conftised and we thought that there 
was some deviation at least from what we expected to happen in 
a phase 6 step in the pilot process. 

Mr. GoODLATTE. Your understanding is the process was 
shortcircuited, in other words. 

Mr. Carlson. Yes. 

Mr. GooDLATTE. Can you tell us at this point in time what other 
products are available as substitutes for guthion and methyl 
parathion for apples? 

Mr. Carlson. There are some other products that have some of 
the same kinds of activity, but as I understand it from the apple 
growing industry, they don't control all of the insects that azinphos 
methyl does in particular, and, therefore, there are some potential 
holes in the insect control spectrum, especially in some areas of the 
United States. 

Mr. Goodlatte. Mr. Lovelady, would you like to comment on the 
same question? 

Mr. Lovelady. Mr. Chairman, I testified before this committee 
back in April on the oversight, and at that time I said that I 
thought that the process was working well, and I was encouraged. 
Like I testified today, I think that that process has been 
shortcircuited, and while this is not one of those — neither one of 
these products are extremely vital to cotton, they are useful, and 
we view this as a deviation and a. bad precedent to have been set, 
because we do not have answers to all of the science policies that 
are out there. And, in fact, the lOX is not even scheduled to be in 
until March of 2000. 

So, I would have to say that I think we have shcntcircuited the 
process, and I think that it sets a very bad precedent for all the 
iuture tolerances. 

Mr. Goodlatte. My time has expired. We may come back to this, 
but I know the gentleman from Arkansas is anxious to get on to 
something else. I want to recognize him right away. I thank him 
for his patience. 

Mr. Berry. Thank you, Mr. Chairman, and I thank you for hold- 
ing this hearing. I will be very brief. I cannot begin to express my 
disapix)intment in the way that this process appears to have bro- 
ken down, and the fact that EPA seems to be the only agency here 
that thinks it is working. And I think it is too bad that we have 
allowed this to happen and, again^ let politics take over where good 
science should be in charge. 

I have repeatedly asked EPA to show me the science on these 
various and sundry issues. I have yet to have any sound science 
presented to me, even though I have repeatedly asked for it. 

Because of this, Mr. Chairman, I am going to also ask my distin- 
guished colleague, Mr. Pombo, from California, to add me as a co- 
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sponsor of H.R. 1592, because I feel like the only option we have 
left to us is a legislative remedy rather than to try to work with 
EPA and deal with this in a responsible way. Thank you, Mr. 
Chairman. 

Mr. GrOODLATTE. I thank the gentleman. I now want to recognize 
the gentleman from California. This has been a very profitable 
hearing for you already. Keep it going and you may have a major- 
ity of the House before you know it. 

Mr. POMBO. Send some more guys back in here. [Laughter.] 

I thank the chairman for 3delding to me. Mr. Carlson, I want to 
start with you. You state in your prepared statement that you are 
the vice-president of regulatory affairs and field development at 
Bayer Corporation's Agricultural Division. 

When you develop a product, or want to keep a product on the 
market, who do you typically deal with at the Federal Grovernment? 
Do you typically deal with EPA? Is that your regulatory body that 
oversees your operation? 

Mr. Carlson. Yes, that is the regulatory body that is responsible 
for the registration of pesticides. 

Mr. POMBO. So the very essence of you, or your corporation, stay- 
ing in business is held in the hands of EPA because they have the 
ability to take away your product from the market? 

Mr. Carlson. Yes, sir. 

Mr. PoMBO. The reason I ask that question, because I wanted to 
ask you about your voluntary agreement, and just how voluntary 
that was. Were all the changes voluntary — and I mean by vol- 
untary, self-initiated on your part, as part of that agreement? 

Mr. Carlson. We have been involved in discussions and actions 
to make changes to our label for azinphos methyl for quite some 
time. We have initiated part of that really on a pro-active basis. 
These changes we made were part of that continuing negotiation 
and discussion about risk mitigation measures in order to bring our 
label into line to what we felt was reasonable and necessary to 
keep the critical uses for the growers. 

Mr. POMBO. Is Bayer contesting any of the decisions that were 
made by EPA on the basis of incomplete science policies? 

Mr. Carlson. We are concerned about the process here, that is 
the main process. 

Mr. POMBO. Well, I read your statement, and it appears to me 
that you do have some problems with the science policies that were 
followed, and I am wondering if you are contesting any of these de- 
cisions based upon those incomplete science policies. 

Mr. Carlson. We feel that the decisions could be revisited, and 
should be revisited, when the science policies are finalized. 

Mr. POMBO. But a decision has come out in a very public way, 
a very hyped way, that obviously was heavily carried within the 
news media, and I think that — ^it appears to me that a decision has 
been made and, at the same time, from reading your statement, it 
appears that you have some real problems with the science that 
was used. Why are you not contesting that decision? 

Mr. Carlson. Well, as I mentioned, the decisions here are more 
mitigatory in nature relative to our product. Again, we have con- 
cerns, though, about future decisions being made that may be more 
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final in nature, particularly surrounding the policies that are still 
being discussed. 

Mr. POMBO. I, like the chairman, am more than a little bit con- 
cerned that we have a regulatory body that holds the very essence, 
very existence, of your company in their hands, having you enter 
into a so-called voluntary agreement, and it appears to me that, for 
you, it is either "shut up or we will put you out of business," and 
I am concerned about that. I am very concerned about the policy 
as it has been laid out and, if this is not a precedent in terms of 
dealing with the regulated community, I would like to know in 
which other cases people entered into these so-called voluntary 
agreements. 

Were you included in the recent meetings that occurred in Michi- 
gan and Wisconsin? Was your company included in those? 

Mr. Carlson. No, we were not. 

Mr. POMBO. It was my understsuiding that that was a stakehold- 
ers meeting. Would you, or the people who use your product, not 
be considered as stakeholders? 

Mr. Carlson. I would hope that we would be considered a stake- 
holder. 

Mr. POMBO. Can you tell me why you weren't invited? 

Mr. Carlson. I don't know the answer to that question. 

Mr. POMBO. Can I ask the gentlemen from EPA why they were 
not invited, if it was a stakeholders meeting? 

Mr. Robertson. Mr. Pombo, those weren't our meetings, despite 
the characterizations that have been made by a number of mem- 
bers of the subcommittee here today. The meetings were sponsored 
by the World Wildlife Fund, Gerber Products, Del Monte Foods, 
and a number of other non-governmental organizations. 

Mr. Pombo. Did you attend, or did anybody from EPA attend? 

Mr. Robertson. EPA did attend, yes. 

Mr. Pombo. Mr. Rominger? 

Mr. Rominger. Yes, we participated in those meetings, and were 
cosponsors of some of those meetings, and I think Keith Pitts could 
tell you more about it. 

Mr. Pombo. You were cosponsors? 

Mr. Pitts. Yes, sir. With those meetings in particular, we talked 
with growers in Michigan, apple growers in Wisconsin. We have 
also had similar meetings going on with peach growers in Califor- 
nia and apple growers in southeastern United States, and what we 
are doing is, as growers do want to work with us on transition 
strategy, we will continue to meet with them. And we had a lot of 
interest in the Wisconsin and Michigan meetings because we did 
have an NGO group working with food processors and some grower 
groups, to talk about having discussions about transition, and we 
felt like it was a fruitful discussion for us to participate in. 

Mr. Pombo. Mr. Chairman, my time is expired. 

Mr. Goodlatte. The gentleman from Virginia, Mr. Goode. 

Mr. Goode. Thank you, Mr. Chairman, and I want to thank you 
for holding these hearings. I know the Food Quality Protection Act 
is of much concern to growers in my district, just as they are in 
yours. 

I would like to ask Mr. Roberi;son, if he is the appropriate per- 
son, the bill introduced by Mr. Pombo and with sponsors here on 
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this committee, could you give me two or three points as to your 
opposition to the bill, or have you taken a stand on it? 

Mr. Robertson. The concern that we have essentially. Congress- 
man, is that the legislation potentially puts us at risk of getting 
into an endless do-loop, where we simply are forced to call in more 
data all the time, and are never able to reach a decision point. EPA 
would be unable to act even where the overwhelming weight of evi- 
dence showed us clearly that it was appropriate to act. I think that 
is, in short, EPA's most prominent concern with the bill. 

Mr. GOODE. Give a specific situation that you have already gone 
through on a particular pesticide, that if this bill were in place, 
your action or decision would have been delayed a long time, if that 
would be appropriate to comment on a particular one? 

Mr. AlDALA. Ironically enough, Congressman, there are some 
critics inside and outside the room who think we have done far too 
little on far too few, but I think, for example, it is hard to say, 
given the limited number of chemicals that have been through the 
process, what everyone thinks of and characterizes that as, that 
there are lots of examples out there — again, as we mentioned, the 
actions on the chemicals yesterday. And, fundamentally, I don't 
think that those would be so drastically affected. Our concern, as 
Mr. Robertson just said, is in terms of our inability, for example, 
to follow through with other provisions of FQPA, especially on cu- 
mulative assessment and aggregate assessment, I think, would be 
of most concern to us. 

Mr. GoODE. I 3rield back the balance of my time, Mr. Chairman. 

Mr. GOODLATTE. I thank the gentleman. The gentleman from Or- 
egon, Mr. Walden. 

Mr. Walden. Thank you, Mr. Chairman. Again, thank you for 
holding these hearings. 

Dr. Carlson, I wonder what other products are available as sub- 
stitutes for guthion and methyl parathion for apples? Would you 
address that? 

Mr. Carlson. To my knowledge, there are only a couple of prod- 
ucts that control part of the spectrum of these materials. As I un- 
derstand it, there are a couple of species of insects, particularly in 
the eastern fruit growing areas, where there are few, if any, sub- 
stitutes for those products for. 

Mr. Walden. What about out in the Northwest — Oregon, Wash- 
ington — ^where I am from? We have concerns about pears and ap- 
ples and cherries? 

Mr. Carlson. I know in that case azinphos methyl is widely used 
in conjunction with some of the integrated pest management pro- 
grams out there as well, for codling moth control. 

Mr. Walden. Are you still conducting studies on guthion and 
azinphos methyl? 

Mr. Carlson. Yes, sir, we are. We are continuing to generate 
new data on the product, as we have for some time. 

Mr. Walden. Is it true at 99.8 percent level of regulation, the 
risk would be acceptable under this process? 

Mr. Carlson. Yes, that is true, that the dietary risk assessment 
under FQPA would be acceptable at 99.8. 

Mr. Walden. Do you have confidence in the TRAC process to cor- 
rectly implement and resolve the scientific issues that surround the 
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implementation of FQPA, after what you have witnessed the last 
few days? 

Mr. Carlson. I think the TRAC process is a good process, but 
it is going to take time. As I mentioned, the complexity of FQPA 
and all of the science that needs to be decided, it takes a lot of time 
to do that, to put that in place to be the foundation for the FQPA 
decisionmaking process to operate. I think a step-wise process like 
is laid out in TRAC would seem to me to be the proper way to go 
about that once the science is put together. 

Mr. Walden. What, if anything, do you think Congress could do 
to help? 

Mr. Carlson. I think the main thing we would like to see would 
be to ensure that a process like was laid out in the TRAC is the 
process under which FQPA is implemented. 

Mr. Walden. Mr. Chairman, my time has expired. 

Mr. GOODLATTE. I thank the gentleman. I have a few more ques- 
tions, and we are waiting to see if Mr. Stenholm wants to ask any 
questions of this panel. 

Mr. Vroom, let me ask you, in response to the questions asked 
by Mr. Pombo, I detected some reluctance on the part of Mr. Carl- 
son to go head-on on some of their concerns about this agreement 
they have entered into and the lack of completion of the process be- 
fore action was taken by the EPA, and I wondered if you, as some- 
body who is not a direct participant in the agreement, might com- 
ment on that. Are these clauses in these agreements a problem of 
that nature? 

Mr. Vroom. I am, Mr. Chairman, not familiar with all of the pre- 
ceding voluntary agreements that have been established between 
the agency and other registrants previously, including those, many 
of which were done long before FQPA was passed, but it does seem 
to me like the words that you read out of this agreement and what 
Mr. Aidala explained in terms of the intent, there seems to be a 
pretty substantial disconnect there, and perhaps once we are able 
to talk with their general counsel, we can discover some com- 
promise way, a better way to address that for the future. 

I do think also that we probably have learned more about an ex- 
panded definition of the word 'Voluntary" in the last week, but at 
the same time I want to really emphasize a point that was in my 
submitted written testimony, and that is that we believe that the 
member companies of ACPA, Bayer and the others that were in- 
volved in tms agreement yesterday resulting in the mitigation 
steps, were acting in good faith, as they always would when ap- 
proached by EPA to consider mitigation steps, and as I think Dr. 
Carlson said, much of that kind of discussion had been ongoing on 
this particular chemical of theirs, with the agency before the recent 
weeks. It just happened that these two chemicals were the exam- 
ples, if you will, that came forward at this moment in time, but 
most important was at least an equal measure of consideration by 
these registrant companies for the consideration of the interest of 
our common farm customers and trying to contribute everything 
that they could to averting a food scare during — a potential food 
scare — ^unnecessary if it might have occurred during this anniver- 
sary week of FQPA. So we need to catch our breath. We welcome 
your very specific interest and oversight in these questions, as well 
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as that of the other committees of jurisdiction, and looking at the 
very detail of these agreements, I think, sounds appropriate and 
important as we look for the path forward, and ideas like those em- 
bodied in Mr. Pombo's legislation and Mr. LaHood's legislation and 
the companion bill in the Senate that was just introduced last 
week, we think also have a lot of merit. But most importantly right 
now is that so far we haven't suffered the effects of a food scare. 
I hope that continues. 

I have been invited to appear with Administrator Browner and 
Ken Cook this evening on PBS Television to discuss this further, 
so the last word certainly hasn't been spoken this week before the 
public on these issues, and that is of fair amount of importance to 
us, and I think to the grower community and all of your constitu- 
ents of the Agriculture Committee. 

Mr. GOODLATTE. Well, let me ask you this. What is the con- 
sequence to a company like Bayer, if they don't enter into an agree- 
ment like this? 

Mr. Vroom. Well, the statutory authorities granted EPA in con- 
sidering risks, and then the consequent actions would be either to 
determine if there is an imminent hazard, as defined under FIFRA 
and companion linkage to the food and drug law under the entire 
unified provisions of FQPA, or a slower process which would be a 
Notice of Intent to Cancel the company's registration and the com- 
panion tolerances to be revoked. And as has been referenced in the 
last 24 hours by Administrator Browner and others, that process 
could take longer. 

Unfortunately, all of that, in our view, would have been cir- 
cumvented had we been afforded the time that the TRAC process 
laid out, including phase 5 fully and phase 6 for these two chemi- 
cals to have gone through that more informal process that we had 
all negotiated and agreed to in the TRAC pilot process. 

Mr. GoODLATTE. Mr. Robertson, you know how this appears to 
some of us is that you are coming up on a time frame when it is 
apparent that there are going to be a lot of products that are mak- 
ing their way through the process and are going to be accepted, 
and you are feeling pressure from some people who think you 
should be canceling a lot of these pesticides, and you pull somebody 
in and you force them to sign a so-called voluntary agreement, tell 
them in that agreement that they can't challenge it, face the con- 
sequences Mr. Vroom described if they indeed do challenge it, and 
I just have to wonder why you would circumvent a sound process 
in doing that, and then attempt to tell people that you forced to do 
that, **Well, if you try to challenge this, we will throw this agree- 
ment out and we will go after you, and you will face more severe 
consequences if you do." 

That is not the role of a Government agency. The role of a Gov- 
ernment agency is to protect the interests of the public, and it 
seems to me that you have politicized this process in a way that 
has severely damaged the credibility of the Environmental Protec- 
tion Agency. 

Mr. Robertson. Well, Mr. Chairman, I don't believe that we cir- 
cumvented the TRAC process. On azinphos methyl, as Dr. Carlson 
has pointed out, it had been fully through the first five stages of 
the process. The sixth stage is for EPA working in consultation 
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with USDA to decide what risk mitigation measures we were pre- 
pared to take, and we had been able to have those conversations 
with USDA. 

Mr. GOODLATTE. Mr. Hominger, do you support the action taken 
by EPA? 

Mr. ROMINGER. We did have an opportunity to review both the 
risk assessment and the regulatory action that was proposed by 
EPA, and I think if we had had more. time, we probably would have 
-done some more work with our 

Mr. GoODLATTE. Why didn't you have more time? 

Mr. Hominger. We agreed that it-^did seem prudent to take some 
"risk reduction measures on these two chemicals 

Mr. Goodlatte. Well, wait a minute, you can't have it both 
ways. You were about to say if you had had more time, you might 
have been able to produce more documentation to satisfy everybody 
in this process, and at the same time you are saying you are agree- 
ing that some action needed to be taken. You can't have it both 
ways. 

Mr. Hominger. No, I said we would have involved land grant 
universities and continued disctussion of the mitigation meas- 
ures 



Mr. GOODLA3TE. Toget more input on the- 



Mr. ROMINGER. It could have provided some additional input, but 
we felt, given what we knew about the materials, that it was pru- 
dent to take some risk reduction actions now. I think we have to 
look at the future needs as well, and the cumulative risk, because 
«ven though weonight be comfortable with the risk presented by 
any one t^hemical, we have keep in mind that we are going to be 
looking at the cumulative risk of all theorganophosphates. So, we 
thought it^ivas prudent to take some action. 

Mr. Goodlatte. The gentleman from Texas, Mr. Stenholm. 

Mr. Stenholm. Mr. Chairman, if I ask questions that have al- 
ready i)een asked, I would appreciate being interrupted and saying 
we don't need to go down that track again. 

Mr. GrOODLATTE. Well, the answers haven't been too satisfactory, 
so most of them are probably worth asking again. 

Mr. Stenholm. Dr. Carlson, do you think the TRAC process was 
followed in EPA's decisions that were announced yesterday? If not, 
ivould you -please explain? 

Mr. Carlson. We thought it was followed -ttirough the fifth 
irfiase, but as we got to the end of the fifth phase here, it was rath- 
er hurried, and we got into a risk mitigation discussion where we 
thought there could have been more time taken to. get more inputs 
from the grower communities, et cetera, which ive imderstood was 
to occur in phase 6 of the pilot process, as outlined in the TRAC. 

Mr. Stenholm. So the answer was that the TRAC process was 
not followed because phase 6 was not allowed to go forward as was 
agreed to. 

Mr. Carlson. Yes, sir. 

Mr. Stenholm. Mr. Robertson and Mr. Rominger, would you 
please tell us about the alternatives that are available to be found 
in methyl parathion, and whether they are as efficacious and cost- 
effective as the products that we now have? 
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Mr. ROMINGER. I would ask Keith Pitts, my expert on that sub- 
ject, to answer that. 

Mr. Pitts. As we went through the process with these two chemi- 
cals, we were on the phone quite a bit with commodity groups both 
here in DC and out in the field with Extension Land urant experts. 
We are comfortable that with regard to methyl parathion, that ade- 
quate alternatives do exist. In the case of orchard crops, azinphos 
methyl will be an important alternative, as well as phosmet and 
corperaphos, and while those risk assessments are not completely 
done for those other two OPs, our understanding in discussions 
with EPA is that they are generally looking good. Methyl parathion 
is one of the tougher chemicals we have had to deal with in this 
process. There also nice and new insect growth regulators which 
will replace methyl parathion uses. In regard to azinphos methyl, 
our discussions and our knowledge of that particular chemical and 
its use in IPM systems, we do resize that in some cases there are 
not adequate alternatives, and we think that the agreement 
reached there reflects the fact that there are not adequate alter- 
natives available in some instances. We spent a lot of time in par- 
ticular working with apples, peaches and pears in that regard. 

In toto, we do feel like the end product of these two agreements 
is something that agriculture can work within ccanfortably. We, of 
course, never want to give up any tool, but do realize that the situ- 
ation with risk assessments did require some mitigation. 

Mr. Stenholm. That is one of the troiAling aspects of the action 
that was taken yesterday, because we kind of-agreed on transition 
time. Where there is an imminent health hazard, there is no argu- 
ment whatsoever ^bout any actions taken, and that should be re- 
ported over and over and over again. But it is important to recog- 
nize transition time because, if you do take a tool away from our 
producers, those who are boimd and determined that that is what 
they want to do, starting with these two, but they would take away 
all the tools of technology — some few among tnem, not all — ^and 
that is an unfair categorization to brand them all that way, but the 
ones that seem to get the news media attention are in that cat- 
egory. Transition time is extremely important to this. 

Dr. Carlson, it is my understanding that the 99.9 policy is set to 
be finalized by EPA in September. It is also my imderstanding that 
EPA used 99.9 in guthion's risk assessment. Is it true that at the 
99.8 percent confidence level, the risk would be measured at 100 
percent of the risk cup rather than at 130 percent of the risk cup 
at 99.9 percent? And, Mr. Robertson, I would also like to hear your 
comments on that issue. 

Mr. Carlson. Yes, that is true. That was indicated in the tech- 
nical briefing document for azinphos methyl. 

Mr. Robertson. Yes, Mr. Stenholm, the 99.9 is an issue in re- 
gard to azinphos methyl. We have clearly stated throughout the 
TRAC process that we have science policies in place in order to 
make decisions. We put those science policies out for notice and 
comment, and we expect that notice and comment period to im- 
prove our science policies, but these science policies have been peer 
reviewed, external peer review. We have taken them to the SAP. 
So we feel like we have a good basis for action where we think ac- 
tion is appropriate. 
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The action as regards azinphos methyl is — I think it is important 
to remember that we are not getting rid of most of the uses of 
azinphos methyl. What we are doing is cutting back on the toler- 
ance here, azinphos methyl will still be available as a tool for most 
of the important crops that have used it. And we tried to tailor the 
risk reduction strategies carefully to the risk that we felt was pre- 
sented. 

Mr. Stenholm. We have tried now for several weeks to get an 
answer to this question — I know there won't be a better one 
today — and that is, when we had a process set up that was clearly 
spelled out with six steps, that would have taken into consideration 
what you yourself have just stated — and I understand is the policy 
of EPA — ^but what you manage now, you are going to get sued by 
the folks on the other side, you are g:oing to get sued by the folks 
on the other side of the other side, which normally 

Mr. Robertson. We already have been in both cases, I think, 
Mr. Stenholm. 

Mr. Stenholm. Well, there are probably going to be some others. 

Mr. Robertson. No doubt. 

Mr. Stenholm. But, normally, when you get into this process in 
which you have folks on both sides mad, you have done something 
good. But in this case, honestly, it seems that we have not, because 
one of the things that concerns me most about the action is the fact 
that we had a process set up that someone decided needed to be 
shortcircuited for some reason other than that which had been 
agreed to and other than, which I have noted, that EPA had been 
following prior to the decision to circumvent it. And that is the 
problem because, if we have that kind of a lack of confidence in the 
process, it is going to be difficult to keep from shooting the mes- 
senger every time the messenger comes forward. And we can't put 
the genie back in the jug now. 

I guess my final — ^no, I don't think I will ask that question. 
Thank you, Mr. Chairman, I appreciate your indulgence. 

Mr. GtOODLATTE. Thank you. The gentleman from Illinois, Mr. 
Ewing. 

Mr. EwiNG. To Mr. Pitts, it is good to see you on that side of the 
table. 

Mr. Pitts. Wish I could say the same. [Laughter.] 

Mr. Ewing. I wondered if it was as comfortable. 

Methyl parathion that you have eliminated the use of is used a 
lot by tne nursery industry. What is the major fallback for that in- 
dustry? What other chemicals would they use? 

Mr. Pitts. I am not sure on that regard, we will have to get back 
to you. I think there is some question about whether it is on nurs- 
ery stock, as far as methyl parathion goes. 

Mr. Ewing. Mr. Vroom, do you know? 

Mr. Vroom. My understanding is that there was a wide range of 
uses, some of which were obsolete but some of which we have just 
been hearing from some of the varied grower interest, both in 
terms of ornamentals as well as seedling stock for the pulp and 
paper industry, were more important than the industry registrants 
had realized, and there may not be any replacements for some of 
the uses. It is an example, in fact, of sort of the fallout, impractical 
fallout, of the speed with which these two decisions were finalized 
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here in recent weeks, that there hasn't been time to do an exhaus- 
tive kind of check to see will some grower interest fall between the 
cracks. And that is true with regard to food as well as nonfood 
uses. 

Mr. EwiNG. Does anybody on the panel know? 

Mr. Pitts. Congressman Ewing, I think one of the issues may be 
azinphos methyl, which there were some restrictions on that 
placed, and one thing that we did in the process is we did under- 
stand that this issue with southeastern seedlings was impacted. 
Earlier in the negotiations, we didn't realize that. We did correct 
that particular issue. There is a quarantine use of azinphos methyl 
that the nursery industry also deems critical, and we agree with 
them. We did not know about that prior to Monday. We did find 
out about it today, and we have been talking with EPA about en- 
suring that that use is reinstated. But that is azinphos methyl. 

Mr. EwiNG. Well, it is my understanding that methyl bromide 
may be one of the alternative chemicals to be used. I don't think 
that is where we want to go. And I apologize to the chairman for 
being late, I was in the Banking Conference Committee, and would 
rather have been here because I really believe that when you look 
at how the legislation, the FQPA, was passed overwhelmingly by 
the House, we never intended the t3rpe of administration we are 
getting, and neither did the citizens of this country. I think it is 
just about time that the EPA and you at the USDA start working 
with the American people and the farmers, and those who need 
your help, and get your head out of the sand. It is really disturbing 
and really causes a lot of consternation back home. Thank you, Mr. 
Chairman. 

Mr. GrOODLATTE. Thank you. The gentleman from California. 

Mr. POMBO. Mr. Robertson, you said that one of the concerns or 
problems you had with my legislation was the delay, the endless 
delay, and you felt that that would be a problem. And I think that 
what we are looking at here, from all the testimony that we have 
received from you, from USDA, from the manufacturers of one of 
these, is that the science wasn't complete and yet we made a deci- 
sion. And I don't really understand — in your statement a few min- 
utes ago, you said that we were expecting more data in, we were 
in a comment period, and we were expecting that to give us more 
information. You said that the process was out to be peer reviewed, 
and you were expecting information in on that. 

This is exactly why I introduced the legislation, because of just 
that, what you just said. All of this is happening. We have all this 
new information coming in. We are doing some peer review finally. 
We are doing some peer review — ^we are doing all this stuff, and 
yet we had a huge press conference and a very public thing that 
put doubt in people's minds about the safety of our food supply, 
and you haven't even done the science yet. You are not done doing 
the science, and you are making decisions. And you are not just 
making decisions, you are doing it in a way to make sure that it 
is as public and as scaiy and as horrible as you possibly can. That 
is why I believe the legislation is necessary. Why are you afraid of 
doing the science? 

Mr. Robertson. We are not afraid of doing the science, Mr. 
Pombo. What I said was we have science policies in place that have 
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been externally peer reviewed. We are putting them through a pub- 
lic notice and comment process, but if we were not to act on the 
science policies that we have in place, we wouldn't have been able 
to make any of the registration decisions that we have made in the 
3 years since the passage of FQPA, that have allowed us to register 
47 safer new pesticides over the past 3 years. 

Mr. POMBO. Are you saying that in this particular process, that 
you have followed all 6f the policies and all of the science was com- 
plete and you have the information in front of you to make an in- 
formed decision? 

Mr. Robertson. I am saying that we have the information in 
front of us to make an informed decision on these two substances, 
yes. 

Mr. PoMBO. And you followed all of the policies, and if someone 
says that all of the policies that were outlined in the different docu- 
ments, in the legislation and through the TRAC process, if some- 
body said that you did not follow all of those policies, they are not 
testifying truthfully before this committee? 

Mr. Robertson. We followed the interim, if you will, science poli- 
cies that we have in place, those science policies that have been 
peer reviewed, in making the decisions on azinphos methyl and 
methyl parathion. 

Mr. PoMBO. So you are saying that they are not testifying truth- 
fully when they say that the policies have not been followed? 

Mr. Robertson. I am giving you my testimony, Mr. Pombo, I am 
not commenting on the testimony of others. 

Mr. PoMBO. Well, somebody is not giving accurate testimony be- 
cause I have been told repeatedly that the process was not fol- 
lowed, and that all of the policies were not completed. 

Mr. Robertson. You may be referring to the TRAC process, the 
six-stage process of the TRAC process, Mr. Pombo, which a number 
of both members of the subcommittee and panel members have 
commented on. As I have said before, the six-step process for 
azinphos methyl was followed. We have stated publicly, repeatedly, 
throughout the TRAC process, that where the data clearly indi- 
cated that action was necessary, we would not be tied to the TRAC 
process in a way that would prevent action where action was ap- 
propriate. And on methyl parathion, where we were looking at 
risks 881 percent of the risk cup, we thought that action was ap- 
propriate in this instance. And we did announce the cancellation 
agreements and risk reduction measures regarding methyl 
parathion at the same time of the technical briefing, which is at 
the beginning of phase 5. Frankly, I think that that may be a bet- 
ter thing to do than simply to have put a refined risk assessment 
out there that says we are at 881 percent of the risk cup, and then 
doesn't provide any sort of indication to the American people what 
that means or what we are going to do. 

What we stated is we are going to take action to protect the chil- 
dren of America, by taking off the uses on fruits and most vegeta- 
bles, the things that make up the biggest part of kids' diets. It ac- 
counts for 90 percent of the risk, but it accounts for only 10 percent 
of the use of methyl parathion. So, I think that is a more appro- 
priate way for us to act, and we have said throughout the TRAC 
process that when there were individual substances like this, 
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where the magnitude of the risk suggested that we needed to take 
action, that we would take action, and that is what this has been 
about. 

Mr. POMBO. Unfortunately, as I have watched this process move 
forward, I have also watched the huge, inflated percentages of the 
risk cup change dramatically as you move through the process. And 
when you do not complete the science, you end up releasing infor- 
mation exactly as you just did, saying that the 880 percent of the 
risk cup was filled, even though you haven't completed the science 
and the data is not complete, and all of the information has not 
been turned into you, and yet you are testifying here today and 
saying in public that this is an extremely dangerous chemical, that 
it is 880 percent of the risk cup, based upon faulty assumptions 
that have been made because you have not done all of the science. 

Mr. Robertson. We have done the science to be confident of the 
level of the risk presented by methyl parathion. We are, indeed, 
continuing to collect public comment on our science policies, but we 
do not believe that the comment on the science policies that are 
still pending will affect in a significant way the level of risk for 
methyl parathion. 

Mr. POMBO. I know my time has expired, Mr. Chairman, but I 
think that points out exactly what the problem is. You have poli- 
cies that are being challenged because of faulty assumptions, be- 
cause, there are many people in the scientific community who feel 
that your policies are not scientifically accurate because of the as- 
sumptions that are being made within that, and you have the opin- 
ion that you can proceed along these lines because of faulty as- 
sumptions. And that is a big part of the problem. 

I think we can all agree that we want good science, and we can 
all agree that we want this to be accurate when it comes out. Why 
these decisions were made, I can't explain, but I am very, veiy con- 
cerned not just in what happened yesterday, but in the testimony 
we are hearing today. I think it just re-emphasizes the need for the 
legislation, to hear the things that you are testifjdng to, and the 
assumptions that you are making and the statements that you are 
making here today. I think it just emboldens the need for the legis- 
lation. I thank the chairman for the time. 

Mr. GOODLATTE. Thank you, Mr. Pombo. The gentleman from 
Texas. 

Mr. Stenholm. I think we have belabored the point and our dif- 
ferences enough. I would be remiss if I didn't acknowledge the fact 
that the three of you at the table have been very good to work with 
over the past year in all sides of the question. 

Mr. Robertson, this being yoiu*, I believe, last opportunity to 
come before this esteemed committee today — I would want to say 
to all three of you — ^it is a difficult issue that we have been dealing 
with. 

This decision was made above your pay grades, and I understand 
that. We understand how these things go. But let me say on a posi- 
tive note also, and end it with a question. We have already seen 
some very irresponsible and, frankly, untruthful statemients in the 
press being made by some interpreting this decision in their way. 
And yesterday EPA did a good job trjdng to ensure consumers that 
our food supply is still safe. 
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Is EPA committed to continue to make these statements as often 
as is necessary to combat these statements by these individuals in 
the press? 

Mr. Robertson. Absolutely, Mr. Stenholm. I think you will prob- 
ably see it when Administrator Browner is on Jim Lehrer this 
evening. We will certainly repeat it as often as we deal with this 
issue. As Administrator Browner has said, as Secretary Rominger 
has said, the food supply is safe. We think we can do better. And 
that is what this is about, doing better. 

Mr. Stenholm. A final question. Mr. Lovelady, I would like to 
ask how you felt about the TRAC process a year ago, and how you 
feel about it today? 

Mr. Lovelady. Mr. Stenholm, a year ago this process was very 
new. I think we all had hopes that this would answer a lot of ques- 
tions, and that we would develop a good science based policy. And 
even as recent as April when I testified before this committee — ^and 
I remember your testimony, too, that you were pleasantly surprised 
at how well things were going — and I felt the same way and testi- 
fied as such. 

I don't feel as good today. I feel like that we, on the TRAC, or 
some of us on the TRAC, have worked in good faith. And I would 
have felt better had the process worked completely through before 
we saw mitigation and cancellations like we saw yesterday. I feel 
like that the process has been compromised, and I hope — I hope — 
that it can be salvaged and that we can continue, but I don't feel 
as good as I did in April. 

Mr. Goodlatte. I want to thank all the members of the panel. 
I am very disturbed by yesterday's developments because it ap- 
pears far more than coincidence that these two products were ad- 
dressed on the particular date that they were addressed on, with- 
out having completed what I perceive to have been a good faith, 
agreed upon process to be followed, and I think it was 
shortcircuited, and I don't think we have heard the end of this 
issue, and I, for one, certainly want to try to get to the bottom of 
whether or not we can rely upon a sound system for determining 
what products should be on the market and what should not, or 
whether this system is going to be politicized and engender a good 
deal of distrust that is going to yield, I think, the removal of good 
products from the market and, as a result of that, we are going to 
ignore the other side of this process, which isn't just that, yes, we 
absolutely don't want unsafe products on the market, but we also 
want to make sure that everyone understands that these products 
are used for good purposes, to assure that we have an abundant, 
safe and affordable food supply. And if we don't follow a sound, 
trustworthy process to determine whether or not they are, we are 

fjoing to lose the ability to continue to feed our ever growing popu- 
ation in a way that provides them with a very healthy diet. 
So, I thank you all for your participation. 

Mr. Goodlatte. We are going to, in order to speed things along, 
combine the third and fourth panels. And at this time, I would like 
to invite all of those panelists forward. 

I would first like to introduce Mr. Ralph Engel, president, Chem- 
ical Specialties Manufacturers Association, Washington, DC; Mr. 
Robert Rosenberg, director of governmental affairs for the National 



Digitized by 



Google 



35 

Pest Control Association, in Dunn Loring, VA; Mr. E. Allen James, 
executive director. Responsible Industry for a Sound Environment, 
Washington, DC; Mr. Kevin Gardner, chairman of the American 
Farm Bureau Federation Young Farmer and Rancher Committee, 
from Gave City, KY. 

In addition, we have with us Dr. Geoi^e M. Gray, deputy direc- 
tor. Harvard Center for Risk Analysis, Harvard School of Public 
Health, Boston, MA; Dr. Jerome Goddard, medical entomologist, 
Mississippi Department of Health and clinical assistant professor 
of preventative medicine. University of Mississippi Medicsd School, 
Jackson, MS; Mr. George Wichterman, chairman of the Public 
Health Pesticide Working Group, of the American Mosquito Control 
Association and senior entomologist, Lee County Mosquito Control 
District, Fort Myers, FL. 

I would like to welcome all of you to the hearing, and I would 
like to begin with Mr. Engel. As we indicated to the earlier, your 
written testimonies will be made a part of the record, and we wel- 
come you to address the committee for 5 minutes. 

STATEMENT OF RALPH ENGEL, PRESIDENT, CHEMICAL 
SPECIALTIES MANUFACTURERS ASSOCIATION 

Mr. Engel. Thank you, Mr. Chairman aiid members of the sub- 
committee, and good afternoon. My name is Ralph Engel, and I am 
president of the Chemical Specialties Manufacturers Association, or 
CSMA. 

CSMA has a membership of some 400 companies who manufac- 
ture, formulate, distribute and sell many types of consumer, indus- 
trial and institutional products, a significant number of which have 
pesticidal claims and are, therefore, subject to EPA jurisdiction 
pursuant to FIFRA. 

In 1996, FQPA amended FIFRA, and among FQPA provisions 
were reforms to the antimicrobial registration process, including 
the establishment of performance goals and time lines for registra- 
tion actions of antimicrobial pesticides. 

Mr. Chairman, I am pleased to state that the EPA has made sig- 
nificant improvements in the overall registration of these products, 
maybe the most positive thing said about EPA today. Unfortu- 
nately, other sections of FQPA create greater concern and uncer- 
tainty in the system of registering pesticides for non-agricultural 
uses. 

Our industry is concerned that EPA appears to be bent on imple- 
mentation of the FQPA based on arbitrary deadlines that may lead 
to decisions based on faulty risk assumptions rather than good 
data and sound science, and we may have seen an example of that 
today. 

If the provisions of FQPA are not carefully and properly imple- 
mented, many products that benefit and protect consumers could 
be lost. 

CSMA defines non-agricultural pesticide products we represent 
as consumer protection and health benefit products because the 
term "pesticide", unfortunately, has a visceral, if not pcrjorative, 
connotation for the public. Moreover, the term "pesticide" focuses 
only on the function of the products, completely ignoring the many 
benefits derived fi:*om the use of these products. 
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Life today would be quite different without the use of pes- 
ticides—disease would likely be widespread, food would be scarce, 
and certain areas of the country would be uninhabitable, overrun 
by pests. 

There are significant benefits that can be achieved by the use of 
non-agricultural pesticide products. For example, disinfectant prod- 
ucts are used by millions of people every day to help prevent the 
spread of germs, and to eliminate the mold that can also cause se- 
vere health problems. 

Pet products are vital to keep both families and pets healthy and 
comfortable by protecting them from disease-carrying fleas and 
ticks. Insect repellents are also critical in protecting the public 
against tick and mosquito borne diseases, such as Lyme Disease 
and encephalitis, that have become rapidly erherging public health 
threats. 

Insect and rodent control products protect against the trans- 
mission of disease by these pests. Recent research has found that 
cockroach allergens and house dust mites are leading triggers of 
asthma among children in the inner-city. 

We know that consumers understand and appreciate the benefit 
of our products. A California survey we commissioned late last year 
found that 78 percent of respondents believe that society should do 
more to protect children from insects and rodents; 47 percent be- 
lieve that the children are becoming sick due to contact with in- 
sects and rodents; in addition, 64 percent affirm that household 
pesticide products are crucial for keeping their homes free from in- 
sects and rodents. These public health benefits should be fully con- 
sidered and heavily weighted during the regulatory and decision- 
making implementation of FQPA. 

Among the material that was distributed to you was a book 
called Dangerous Pests. I suggest that you take a look at it, it is 
quite enlightening. 

Science-based implementation of FQPA requires both time and a 
process that will accommodate the data, and assessment methods 
that industry is working to develop in cooperation with EPA. The 
Tolerance Reassessment Advisory Committee, TRAC, was formed 
by EPA and the Department of Agriculture to address the imple- 
mentation of FQPA. CSMA is a member of the committee. TRAC 
has focused on the development of nine science policy issues, in- 
cluding two that are of extreme importance to CSMA, residential 
exposure and aggregate risk. 

First, residential exposure. CSMA has a number of concerns with 
the EPA draft Standard Operating Procedures for residential expo- 
sure assessment. These SOPs do not currently consider publicly 
available scientific literature. This literature would most certainly 
displace some of the overly conservative default assumptions. EPA 
should revise these SOPs to replace best judgement assumptions 
with available data as soon as possible. Furthermore, EPA should 
use the revised SOPs only as a first-tier screen to determine 
whether more data and/or a higher tier assessment is needed. 

Turning to aggregate exposure. Aggregate exposure to a pesticide 
can occur by multiple routes from multiple sources. EPA has devel- 
oped models for estimating exposures, but these models are based 
on unrealistic assumptions that overestimate the actual exposure. 
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Thus, when aggregated assumptions for a g^en pesticide are too 
conservative, an exaggerated exposure scenario may result. If final 
decisions are made prior to availability of data, valuable non-agri- 
cultural pesticide products may be lost. That is why it is important 
to base decisions on good science and good data. 

-In addition, we are concerned about the allocation of content in 
the so-called "risk cup" and the need to jweserve residential pes- 
ticide uses which maybe forced out of the cup by other risk drivers. 
In order to respond to FQPA issues related to non-agricultural pes- 
ticides, GSMA has formed two joint ventures. The first is the In- 
door Residential Exposure Joint Venture. This is a group of compa- 
nies that manufacture and formulate pesticide products for residen- 
tial and commercial markets. This joint venture has currently un- 
dertaken a program consisting of two comprehensive projects, a 
label data entry system and an luiprecedented major national con- 
sumer use survey. These components will be used in the creation 
of a database relating to product use that can be incorporated in 
modeling tools that are being designed to create exposure and risk 
assessments for Till pesticide products. 

The ^second joint venture is the Antimicrobial Exposure Joint 
Venture. It also operates under CSMA auspices and consists of 
manufacturers and formulators of antimicrobial pesticides. This 
joint venture is currently collecting information and developing a 
viable program to address necessary data reqiurements. 

In conclusion, the implementation of FQPA must be based on 
good data. Should the FQPA be administered on the basis of faulty 
risk assumptions rather than sound data, the likelihood is that 
non-agricultural pesticides or consumer protection and health bene- 
fit products that are vital to consumer health and quality of life 
may be lost. 

"We believe it is mora important for the-a^ncy to make the right 
decisions based on good data and sound science than it is to meet 
arbitrary deadlines. We urge the subcommittee to advise EPA to 
allow sufficient time to: (1) gather Tesidential exposure and aggre- 
gate risk data; (2) permit data generation under appropriate study 
guidelines and protocols; and (3) and most importantly, to establish 
a process to ensure that non-agricultural pesticides are not forced 
from the risk cup by other risk drivers. 

On behalf of CSMA, I appreciate the opportunity to appecur today 
to -discuss the benefits of non-agricultural pesticides and implemen- 
tation of them related to FQPA. Thank you very much. 

[The prepared statement of Mr. Engel appears at the conclusion 
of the hearing.] 

Mr. EwiNG [presiding]. Thank you, Mr. Engel. I am now going 
to Mr. Gray, and would remind the panel that Mr. Engel had spe- 
cial dispensation for a little more time. We would like to stay with 
the 5-minute rule, if possible, because of the number of witnesses 
and the hour. Mr. Gray. 

STATEMENT OF GEORGE M. GRAY, DEPUTY DIRECTOR, HAR- 
VARD CENTER FOR RISK ANALYSIS, HARVARD SCHOOL OF 
PUBLIC HEALTH 

Mr. Gray. Thank you, Mr. Chairman and members of the com- 
mittee. My name is George Gray. I am a lecturer in risk analysis 
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at the Harvard School of PubHc Health, and the director of the Pro- 
gram on Food Safety and Agriculture at the Harvard Center for 
Risk Analysis. 

Before I talk about the public health aspects of implementation 
of FQPA, I do want to put Mr. Pombo's mind to rest about feeding 
apples to kids. I am a father with two small kids, a wonderful wife. 
I also happen to be the one in the family who does the grocery 
shopping. I am a toxicologist, so I know the science; I am a risk 
analyst, so I know the exposure assessment and the risk. I don't 
buy organic. I buy as many fresh fruits and vegetables as I can, 
and feed them to my kids — ^as many as they will eat. We have 
heard already about the trouble getting kids to eat as much fruit 
and vegetables as they will. 

My point is, I don't have concerns about the safety of the food 
supply. What I have concerns about are the public health aspects 
of the way in which we are implementing the FQPA. 

Now, a fundamental tenet of public health that is borrowed from 
physicians is, "First, do no harm.'* That notion arises from the rec- 
ognition that medical treatments and public health interventions 
have potential side effects. They have the unintended consequences 
that have the opportunity to reduce or even cancel out the benefit 
that we might get by taking action. 

A well known example in public health is disinfection of drinking 
water to kill disease-causing microprganisms. All of our tech- 
nologies for addressing those micro-organisms have potential side 
effects, and we work very hard — we are aware of them and we 
work hard to minimize side effects while still treating that much 
larger risk to get the benefit of reducing disease-causing microorga- 
nisms. 

I am here to tell you today that current implementation of the 
FQPA is not paying enough attention to the public health side ef- 
fects of regulatory actions. Because of a narrow focus and lack of 
consideration of foreseeable consequences, we cannot be sure that 
implementation of the FQPA will provide significant public health 
benefits, and it may even do harm. 

For example, it is clear that banning of a pesticide does not cause 
the target pest to disappear, and we have already talked about that 
in this hearing. Something else or another pest management prac- 
tice will be used to protect the crop. Now, we have talked about the 
fact that we need efficacious alternatives, but don't forget, any al- 
ternative pesticide will have its own toxicity profile and its own as- 
sociated potential for risk. 

You might be surprised to know that the decisions about pes- 
ticides for some of our crops don't evaluate the risks of the mate- 
rials that will take their place. It is clear that these alternatives 
will reduce the amount of risk reduction that we might get, and 
might even cause the risk to increase if they are less effective, if 
they require more applications, or if they are more toxic. 

Substitute pesticides are only one of these countervailing risks. 
There are risks that may occur to public health or crop reduction 
if pest control is weakened in the absence of a particular pesticide. 
There are public health implications of the economic disruptions 
that a change in pesticide availability can cause. Evaluating the 
degree to which countervailing risks may diminish, or even out- 
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weigh, the target risk of a regulatory action is critical to ensuring 
sound implementation of FQPA. 

I do believe that Congress thought about this when the FQPA 
was under consideration. There is a clause in the FQPA, the sub- 
stantial disruption clause, that recognizes changes in the availabil- 
ity of a pesticide may have significant public health risks of its 
own. 

The committee report clearly identifies the countervailing risks of 
alternative pest control methods, changes in yields of crops, and 
consequent effects on consumer diets and nutrition through 
changes in food availability or price. This is extremely wise and 
farsighted action by Congress, and although the committee report 
suggests that this will happen only occasionally, I think it has to 
be an integral part of any decision under FQPA. 

Very briefly, I want to tell you about some work I am doing with 
a colleague, in which we are evaluating the risk/risk tradeoffs that 
would be involved with a ban on the organophosphate and carba- 
mate pesticides. This is work that is fimded by the American Farm 
Bureau Federation. 

Our study hasn't yet been peer reviewed, but there are a couple 
of comments that I can tell you. First, it is very difficult to estimate 
any benefit to public health that would occur from a ban on OPs 
and carbamates. Second, countervailing risks do exist and will off- 
set many of the positive effects that a ban might have and might 
even make things worse. I believe all of these countervailing risks 
are potentially covered by FQPA, but they are not part of the cur- 
rent implementation. I hope that we will think about countervail- 
ing risk to get the most public health benefit in the future. Thank 
you. 

[The prepared statement of Mr. Gray appears at the conclusion 
of the hearing.] 

Mr. GOODLATTE [presiding]. Thank you, Mr. Gray, for that very 
helpful testimony. Mr. Goddard, welcome. 

STATEMENT OF JEROME GODDARD, MEDICAL 
ENTOMOLOGIST, MISSISSIPPI DEPARTMENT OF HEALTH 

Mr. Goddard. Thank you, Mr. Chairman and members of the 
subcommittee. I speak to you today from the perspective of a public 
health entomologist. I am responsible for insect calls for transmit- 
ted diseases in the State of Mississippi. Pesticides are environ- 
mental medicines — ^that is not my term, but I like it — ^to help us 
correct imbalances in nature, and there are imbalances in nature. 
The world is not like that portrayed by Disney, it is a struggle for 
survival. Things are catching, killing and eating each other. Dis- 
eases and parasites abound among both plant and animal life. 

It is easy for us in the United States to be somewhat deceived 
and not see the struggle for survival. People in million-dollar 
homes and who buy their food in supermarkets have not seen the 
terrible scourges that insects and insect-carried diseases can bring 
upon humans. All you have got to do is go to the tropics and you 
will quickly see that almost every disease is caused by or carried 
by an insect. And with widespread frequent international travel, 
these disease can be easily introduced in the United States. 
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About 2 years ago there was a man who had been on an eco-va- 
cation in Brazil. Came back to some small town in Tennessee, came 
down with a fever, walked into a small town clinic and said, "I 
have a fever." They said, *Teah, you have a virus." He had a virus 
all right, he had Yellow Fever and died. 

Dengue Fever rages in the Caribbean and each year comes dan- 
gerously close to the United States. In 1995, there were cases in 
the Renosa, TX area. 

Talking about imbalances in nature, I personally have seen mos- 
quito landing counts exceeding 200 per minute. All life is totally 
unbearable in places like that. I personally have collected ticks 
where we collected over 5,000 ticks in a 30-minute sample. It would 
be absolutely impossible to stand there, sleep there, picnic there, 
work on a car there, do anything. 

I went to an Emerging Infectious Disease Conference at the CDC 
a couple of years ago, and there are a whole host of new and 
emerging diseases. This is the new buzz word, "emerging." The pro- 
gram for this conference was as thick as a Sears catalogue, so you 
could just pick any disease you wanted to die by, but a large por- 
tion of those diseases were carried by insects. 

We need pesticides. And in my view, we need as many different 
formulations and registered uses as possible. You never Imow when 
resistance may develop to a particular pesticide, making that pes- 
ticide of no effect. Just like in medicine where doctors need many 
different antibiotics to fight resistant germs, we need many dif- 
ferent pesticides to fight a whole host of insect pests, some of which 
are resistant to pesticides. 

I urge you to use your oversight over the EPA and their imple- 
mentation of the FQPA to assure that these products remain avail- 
able to us. You never know when we might desperately need them. 
Thank you, sir. 

[The prepared statement of Mr. Goddard appears at the conclu- 
sion of the hearing.] 

Mr. GrOODLATTE. Thank you very much, Mr. Goddard. Mr. 
Wichterman, welcome to the committee. 

STATEMENT OF GEORGE WICHTERMAN, CHAIRMAN, PUBUC 
HEALTH PESTICIDE WORKING GROUP, AMERICAN MOS- 
QUITO CONTROL ASSOCIATION 

Mr. Wichterman. Thank you, sir. I am George Wichterman, 
chairman of the Public Health Pesticide Working Group for the 
American Mosquito Control Association, and senior entomologist 
with the Lee County Mosquito Control District in Fort Myers, FL. 
I am also a member of the FQPA Tolerance Reassessment Advisory 
Committee, representing public health vector control. Accompany- 
ing me today are Joseph Kertesz, AMCA Mid-Atlantic Regional Di- 
rector of Hampton, VA, and past president of the Virginia Mosquito 
Control Association, and Ms. Judy Hanson, past president of the 
AMCA and current president of the New Jersey Mosquito Control 
Association. We would like to thank Chairman Goodlatte for his 
leadership in holding these important hearings on the implementa- 
tion of the FQPA, especially focusing on the importance of public 
health pesticides in preserving and protecting our Nation's public 
health. 
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AMCA is a nonprofit international association, involved in sup- 

f)orting mosquito and other vector control. As a member of the pub- 
ic health community, I cannot fairly report that we have made sig- 
nificant progress in implementing the public health provisions of 
the 1996 act. Specifically, HHS has not established a home for this 
key program. Moreover, HHS has not sought the money needed to 
conduct studies to maintain the public health pesticides needed to 
fight vector-borne disease such as encephalitis which is on the up- 
swing. Without this arsenal, we are at risk. The insects become im- 
mune. 

Most of the multinational companies develop pesticides for agri- 
cultural use, since that is where the profit is. Mosquito control pro- 
grams use comparatively small amounts of pesticides. The manu- 
facturers of pesticides historically have been reluctant to develop 
the aquatic toxicity and fate data required to maintain product reg- 
istration of mosquitocides. Without this data, the EPA will not re- 
register these mosquitocides. If we do not have a variety of pes- 
ticides to use, we face the prospects of mosquitoes developing re- 
sistance. 

One FQPA objective is to require EPA, in consultation with HHS, 
to consider the unique needs and benefits of public health pes- 
ticides and for HHS to conduct the testing needed to support the 
registration. 

Congress envisioned HHS serving a critical role in the preserva- 
tion of public health pesticides. HHS, unfortunately, has not 
stepped up to the task. With mosquito-borne diseases increasing, 
placing at risk children and the elderly — an ironic development, es- 
pecially since FQPA was bom out of concern for children's health. 

I urge this committee and Congress to remind the Secretary of 
HHS of the Department's role under this law. FQPA specified sev- 
eral new regulatory obligations for the EPA and HHS, requiring a 
new regulatory liaison between the two agencies. Despite consider- 
able effort, however, the two agencies have still not determined 
how this cooperative arrangement will be handled. 

We would urge both agencies to finalize these agreements so that 
their regulatory responsibilities are clear. EPA has taken the ini- 
tiative in this regard and appointed a Public Health Coordinator to 
address these issues, however, HHS has not. Rather, HHS views 
its responsibilities under this Act as an unfunded mandate. 

For more than 2 years, the EPA, in consultation with HHS and 
the USDA, has worked on the publication of a public health pest 
list. We urge the EPA to expedite the list publication with a 90- 
day comment period so that all public health officials could com- 
ment on it. 

Public health pesticides provide many benefits, such as prevent- 
ing the spread of infectious diseases, improving the quality of our 
lives, and protecting our most vulnerable group— our childiren and 
senior citizens. As a resident of southwest Florida, I know that only 
too well. 

One of the most important provisions of the FQPA called for the 
establishment of a Public Health Pesticide Data Collection Pro- 
gram. The development of this data is essential to maintain a via- 
ble mix of mosquito control products. Under section 4 of the act, ap- 
propriations of $12 million were authorized for fiscal year 1997 and 
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future years. HHS has not requested this money or developed a 
program for this data, nor is it clear that such a spending request 
will be made in fiscal year 2001. It is important that this program 
be started as quickly as possible, since there are three public 
health pesticide products being reviewed by EPA, and the agency 
has identified data gaps for each. 

It has been determined by individuals within the agencies that 
$7 million would be needed to satisfy these data requirements for 
re-registration. Unfortunately, HHS has been unable not only to es- 
tablish a home for this program, but it also has not provided the 
money to support these orphan public health use pesticide prod- 
ucts. 

For 37 years, the USDA has been successful doing this type of 
program of testing. Many public health products will disappear if 
money for the program is not approved. These products which are 
low-volume, low-profit, will be lost in registration and re-registra- 
tion due to economic reasons. Simply put, the cost of generating the 
necessary data to continue these registrations far exceeds the re- 
turn on the sale of the products. 

We respectfully urge the EPA, HHS and the Clinton administra- 
tion to work together to implement the Public Health Pesticide 
Data Collection Program so that it can begin by the start of fiscal 
year 2001. Consequently, we at AMCA believe it is important to 
fully implement the public health provisions of FQPA. This is what 
we need to do: provide the funding, establish a program within 
HHS, complete the pest list, establish the benefits of public health 
pesticides, and establish the Public Health Pesticide Data Collec- 
tion Program. Thank you, Mr. Chairman. 

[The prepared statement of Mr. Wichterman appears at the con- 
clusion of the hearing.] 

Mr. GOODLATTE. Thank you. Mr. Rosenberg, we welcome you and 
are delighted to have your testimony. 

STATEMENT OF ROBERT M. ROSENBERG, DIRECTOR, GOVERN- 
MENTAL AFFAIRS, NATIONAL PEST CONTROL ASSOCIATION 

Mr. Rosenberg. Thank you, Mr. Chairman. Considering the 
time of night, I am kind of guessing you would prefer I keep this 
short, so I am going to try to siunmarize. 

Mr. GoODLATTE. It will all be in the record. 

Mr. Rosenberg. I appreciate that. What I mostly appreciate is 
the fact that you all are paying some attention and shedding some 
light today on an issue that has been all but ignored, namely, pub- 
lic health, residential, non-agricultural use of pesticides. 

The folks that I represent are pest control operators. These are 
folks like Orkin and Terminix, and 5,000 small companies that do 
residential, commercial, institutional, industrial pest control, who 
rely on these products to deal with termites and cockroaches and 
fiies and ants and a whole host of diseases that I suspect everybody 
is very familiar with. 

In a nutshell, the problem that we have with the way in which 
EPA is implementing FQPA amounts to this: the law says that 
EPA must conduct this thing called aggregate risk assessments. 
They are going to have to add up dietary exposure, drinking water 
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exposure, and residential exposure. The law never required that be- 
fore. We are perfectly happy with aggregate exposure assessments. 

The problem in a nutshell is this: Now that there is going to be 
this single risk cup adding up all these different sources of expo- 
sure, prior to the passage of FQPA, number one, there were no 
data requirements for residential exposure products. They did not 
exist. There was no statutory requirement. 

Number two, EPA, since the passage of FQPA, since 1996, has 
not exercised its data call-in authority, the authority which was ex- 
panded by FQPA. 

Number three, USDA has made, I think, almost an heroic effort 
to try to generate data where there were gaps in the data that EPA 
had to make dietary exposure assessments. There is no USDA out 
there. There is no Feder^ agency out there generating data to sup- 
port the other uses. 

Number four, EPA itself has not collected that data. 

Number five, industry is in the process of trying to — ^we all woke 
up one day and said, "Geez, we are all going to need data" — ^we are 
trying to collect data. We are not having an easy time finding out 
what data it is that EPA will use and what format they will accept 
it in. 

The TRAC process which we have heard so much about here 
today maybe has worked well. The tone of toda/s discussion was 
if the EPA had simply abided by the TRAC process, that every- 
thing would have been OK. For those of us who aren't in the agri- 
cultural business, those of us who manufacture or use non-agricul- 
tural products, there has been no TRAC process. This subject has 
been ignored. It has not been discussed, and there is no TRAC for 
non-agricultural, folks. The bottom line is, there is no data. There 
is no science. 

Here is what EPA itself says. This was in the Federal Register 
notice which they published, the one Federal Register notice on res- 
idential exposure. Quoting EPA, "Highly specific residential expo- 
sure data are generally lacking, and there is not wide understand- 
ing and acceptance of existing models and assumptions." There is 
no data. There is no science. But here is what they have also said. 
They said, "We don't have data, we haven't figured out the science, 
but what we are going to do instead is this, we are going to use 
default assumptions, worse case scenarios", that everybody, includ- 
ing EPA, has acknowledged will greatly exaggerate the risk associ- 
ated with residential exposure. 

Congress understood this. When you all passed this, the first 
time around you said that EPA ought to take into account other 
routes of exposure like residential exposure, if there is reliable in- 
formation. That is the language of the law. Congress understood it. 
EPA aught to understand it. 

Here is what is going to happen. When they get done doing resi- 
dential exposure assessments, risks from residential exposure will 
be so high that one of two things is going to happen, either wee 
are going to lose what to us are valuable, irreplaceable products, 
or if a manufacturer chooses to retain a use in our market and it 
is going to eat up such large chunks of space in the risk cup that 
there will be no uses available for farmers of that product. 
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Mr. Chairman, we thank you very much. We don't think EPA is 
ready to make these decisions if they are intent on moving forward 
without data and without science. We urge you to exercise your 
prerogative to enact legislation to slow them down and stop this 
travesty. I thank you. 

[The prepared statement of Mr. Rosenberg appears at the conclu- 
sion of the hearing.] 

Mr. GOODLATTE. Thank you. 

Mr. James. 

STATEMENT OF E. ALLEN JAMES, EXECUTIVE DIRECTOR, 
RESPONSIBLE INDUSTRY FOR A SOUND ENVIRONMENT 

Mr. James. Thank you very much, Mr. Chairman. I am Allen 
James, the executive director of RISE, which means Responsible 
Industry for a Sound Environment. We represent over 150 compa- 
nies and other associations that manufacture and produce pes- 
ticides used in the urban environment, generally, all non-agricul- 
tural pesticides, with the likely exception of antimicrobials. We 
produce those pesticides used in public health, general pest control, 
lawn care, golf courses, other turf areas, vegetation management 
and aquatic pesticides. I am going to reduce my comments to very 
short remarks because both Dr. Engel and Dr. Rosenberg have so 
fully covered my testimony for me that it is not necessary that I 
cover it all again. However, I wanted to bring to your attention 
some information from one of our member trade associations, the 
American Nursery and Landscape Association, regarding a topic 
that was brought to your attention earlier today, and really didn't 
get the consideration that it deserved by EPA and USD A. 

When they were talking about azinphos methyl, they acknowl- 
edged that there were some uses that USDA had overlooked for 
nursery and ornamental products for this particular chemical. The 
fact of the matter is that this particular chemical, azinphos methyl, 
is very critical in certain ornamental nursery production in two 
western States, Oregon and Washington. 

I am reading from some written testimony that the American 
Nursery and Landscape Association has submitted to you, I am 
reading on their behalf. 

It is applied to fruiting and flowering apple and crabapple trees in parts of Oregon 
and Washington to control apple ermine moth. 

This use is mandated by State government quarantine restrictions designed to 
prevent accidental movement of this moth to major fruit-producing areas east of the 
Cascade Mountains and across the United States. Azinphos methyl is the only pes- 
ticide currently authorized by those States for treating apple and crabapple nursery 
stock for shipment during the growing season. Research efforts have not yet foimd 
efficacious alternatives. 

Mr. Pitts indicated that this use was accidentally overlooked dur- 
ing their recent review of this product over, I guess, the weekend, 
when certain agreements were reached on the cancellation of this 
product. That use is now lost to these producers. Although he said, 
"Well, now that we have recognized that, we are going to ask the 
EPA to reinstate that use." 

Then I must ask the question, what other use must now be lost 
to make up for that reinstated product use? I don't believe that 
would have happened if the full TRAC process had been followed 



Digitized by 



Google 



45 

and full consultation had been undertaken, as was agreed by both 
USDA and EPA. 

When the EPA rushes to judgment on these products and doesn't 
have a full database, and doesn't have full information about how 
these products are used, I fear — and the users of our products and 
the producers of our products share this concern — ^that more mis- 
takes like this one will be made, and many other valuable uses will 
be at least temporarily overlooked. 

But I wonder, more importantly, what would have happened 
today if a valuable public health product had been accidentally 
overlooked, or a valuable food use product had been canceled acci- 
dentally, and those uses no longer would be available. Those kinds 
of mistakes are serious mistakes. 

Now, fortunately, in this case, it is a minor use out in Washing- 
ton State and Oregon. I say that somewhat sarcastically because 
to those people who are producing those crops out there, those 
nursery ornamental crops out there, this was a rather serious mis- 
take. Maybe this one will be corrected. I hope future ones don't 
occur because I hope that the Environmental Protection Agency 
and the USDA will more carefully implement FQPA as the Con- 
gress originally intended, and I hope that this committee will con- 
tinue its valuable oversight and bring these kinds of mistakes to 
the public's attention. Thank you very much. 

[The prepared statement of Mr. James appears at the conclusion 
of the hearing.] 

Mr. POMBO [presiding]. Thank you, Mr. James. Just as a matter 
of clarification, you said that the use of that was necessitated by 
State law? 

Mr. James. Yes. This is a quarantine requirement by those two 
States to keep this moth from traveling through their products, the 
produced ornamental product, across State lines for sale, so they 
have to use this product to control this moth. There has not been 
an adequate product found to replace it. As I understand it, there 
is some possibility, as was mentioned earlier, of methyl bromide as 
a replacement product, which I don't think any of us believe should 
be, or probably is a very good replacement product. 

This required use was overlooked in the process of evaluating 
this pesticide, this quarantine requirement. That is a serious omis- 
sion. 

Mr. POMBO. Thank you. 

Mr. Gardner. 

STATEMENT OF KEVIN GARDNER, CHAIRMAN, AMERICAN 
FARM BUREAU FEDERATION YOUNG FARMER AND RANCH- 
ER COMMITTEE 

Mr. Gardner. Thank you. Good morning, Mr. Chairman. I would 
like to thank you and the members of the subcommittee for holding 
this hearing and your continued work on this very important issue. 
I am Kevin Gardner, chairman of the American Farm Bureau Fed- 
eration's Young Farmer and Rancher Committee. Together, with 
my wife Glenna and our four young children, we operate a com, 
wheat, soybean, tobacco and alfalfa hay farm in Barren County, 
KY. 
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As a younger member of the farming community and an individ- 
ual now only beginning to invest in the business of food production, 
I need to be assured that safe crop protection tools I depend on will 
be available to me when I need them. Starting out in farming is 
not an inexpensive undertaking. It involves, as you all know, a sub- 
stantial amount of investment and risk. My creditors are relying on 
me to produce a product that has a value in order to return their 
investment. 

I plan to farm for years to come. I also plan ta support my^amily 
with a farm income, and supply consumers with safe and^aSbrdable 
product, but actions that were taken yesterday by Administrator 
Browner are reckless and have the potential to cause severe harm 
to many in agriculture. 

As for children's safety, my wife and I shop at the same grocery 
stores and serve our children the same foods that ny member of the 
public would buy. Our food supply is safe and our ability to produce 
the safest, most abundant and affordable food on earth is un- 
equaled. Our regulatory system is the most rigorous in the world, 
and yet that system, as it is currently being administered, threat- 
ens to do serious harm to family farms in tlus country, with .no in- 
crease to consumer safety. 

Yesterda/s actions give me great concern because of the lack of 
any coherent objective or science-driven process. A year ago. Vice 
President Grore issued a memorandum with. four basic principles to 
guide the implementation of FQPA. They are sound science, trans- 
parency, transition for agriculture, and public input. We welcome 
the attempt to establish a rational meaningful process. Until re- 
cently, it seemed to be succeeding in bringing some order to a very 
complex and difficult task. I believe the four principles are sound 
and based on common sense, but as a farmer they take on an addi- 
tional meaning to me. 

The first principle is sound science. I don't base decisions I make 
on my farm on default assumptions and shoddy science, and nei- 
ther should the EPA. They are responsible for decisions that will 
affect me and my farm for years to come. Prior to FQPA, the focus 
was on dietary risk. After liie FQPA, additional exposures must be 
considered, such as drinking water and residential exposure. These 
provisions make sense only if the agency uses real data and reli- 
able information on which to base its assessments. To do otherwise 
doesn't make the regulatory system anymore protective of public 
health, only more difficult to navigate. 

In light of the new requirements of FQPA, real data takes on 
even more importance. Worse case assumption about agricultural 
use when added to similar unrealistic assumptions from the struc- 
tural pest control community and from drinking water models re- 
sult in theoretical risk usually well above the safety standard, not 
real risk. The agricultural and the lU'ban pest control commimity 
depend on each other and the agency to use real-world data, not 
default assumptions. 

The second principle is transparency. As a grower, transparency 
to me means being closer to the consumer than ever before, and 
being able to tell that consumer how I raise a safe and affordable 
product. 
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Growers and the non-agricultural pesticide user community 
trusted the implementation process for the FQPA would be trans- 
parent and follow established administrative procedures for Fed- 
eral rules and regulations. It hasn't. 

Over a year and a half after the Vice President's memorandum 
and the first deadline now here, not a single science policy paper 
has bene finalized. How can the agency be making fair pesticide 
risk assessments at the same time they are still seeking public 
comment for this same process? Without these policies, can anyone 
possibly understand the process? 

The third principle is transition and the availability of safe pest 
control products for farmers and other users. Transition on my 
farm is an ever-present event. I am constantly adopting new prac- 
tices, but I base those on sound information, not guesswork and as- 
sumptions. I need to stay abreast of the latest technology and prac- 
tices and then make reasonable decisions. The alternatives must be 
economical, safe and effective. 

Farm Bureau supports corrective legislation to ensure fair and 
science-based implementation of FQPA. We want to thank all mem- 
bers of this committee for their help over the past 3 years and con- 
tinuing assistance in achieving a fair and balanced implementation 
of FQPA. 

In conclusion, our society derives significant benefits from the 
safe use of pesticides on farms and in the community at large. Last 
month, the U.S. Department of Health and Human Services re- 
leased a new report documenting major improvements in Ameri- 
cans' health and citing, and I quote, the "consumption of five fruits 
and vegetables a da/' is one of the major contributors. 

Thank you for holding this important hearing and your attention 
to our concerns. 

[The prepared statement of Mr. Gardner appears at the conclu- 
sion of the hearing.] 

Mr. GOODLATTE [presiding]. Thank you, Mr. Gardner. I thank all 
of you for your testimony. 

Dr. Gray, I have been very interested to find that the EPA 
charged with conducting risk assessment of these various products 
isn't assessing all of the risks, and your concept of risk versus risk 
I think is a very good one. The committee has heard about this con- 
cept in the form of unintended consequences of implementation 
during past FQPA hearings. I wonder if you could give us some ex- 
amples of those unintended consequences of assumption based as 
opposed to science based implementation of the FQPA? 

Mr. Gray. Well, there are a number of them. And, in fact, I 
found very interesting the testimony earlier today about assump- 
tions about exposure and the use of a 99.9 versus 99.8 versus a 
97.5 percentile of a distribution exposure. From a technical point 
of view, the estimation of those particular numbers is fraught with 
uncertainty. It requires guesses, it requires assumptions, it re- 
quires unverified models. And yet we heard the incredible impor- 
tance that it has for the survival of a product. That is an example 
in which defaults, models and assumptions can drive a particular 
conclusion that real data might well counteract. And I think that 
is what you heard about with the frustration that the public corn- 
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ment on the use of those particular models hasn't even come back 
to the agency yet, and they are moving ahead to use them. 

Mr. GOODLATTE. Now, do I understand correctly that if there is 
a consequence of a use of a product in another area that would pre- 
vent spread of disease or illness, that that isn't even taken into ac- 
count? They are taking into account the direct ingestion of the 
product and the effect it has, but if you might get a mosquito infec- 
tion or infection from some other consequence that this product 
could fight, it is not being taken into account in their risk assess- 
ment? 

Mr. Gray. Well, I mentioned in my testimony that, in fact, the 
bill is very farsighted about the potential for tradeoffs. I mentioned 
the substantial disruption clause that says we recognize that tak- 
ing away pesticides can change diets because costs go up. We recog- 
nize that it can put farmers out of business, and those things have 
problems. It also recognized the public health benefits and some- 
thing sort of, to me, I think of as the Aflatoxin clause that says 
some pesticides have risks, but they prevent a bigger risk. That 
thinking is in the FQPA. It is not being applied in the implementa- 
tion. The opportunity is there, and it is just not being used. 

Mr. GoODLATTE. Do you have any opinion as to why it is not 
being — surely they are aware of your and other challenges to their 
risk assessment procedures. 

Mr. Gray. That is a very good question. One thing I can tell you 
from doing it myself is, it is difficult. And another thing that it 
does is point out the shortcomings of some of the risk assessment 
methods that are currently used, including a lot of the defaults and 
assumptions, the lOX safety factor for children, all these kinds of 
things make these kinds of comparisons very difficult. It requires 
you to use the best science and the best data available in order to 
make the comparisons accurately. It is a little harder to do, but 
from my point of view, if we want to make sure we are doing a 
good job for public health, it is the only way to do it. 

Mr. GooDLATTE. Thank you. Mr. Engel, you and your association 
should be commended for your leadership in a number of data de- 
velopment initiatives underway. Are you concerned that the cur- 
rent implementation process will not allow for the incorporation of 
such data into tolerance assessments? 

Mr. Engel. We are concerned that the rush to judgment added 
to is not going to allow for data development, and proper data de- 
velopment takes time. And, yes, we are concerned. 

Mr. GoODLATTE. Without these data, is it reasonable to assume 
that many uses may be endangered due to the faulty and arbitrary 
assumptions contrived by the EPA? 

Mr. Engel. Yes. As a matter of fact, I will give an example. Cur- 
rently, an indoor residential pesticide risk assessment has to do 
with carpeting. The agency makes the assumption that 50 percent 
of all pesticides in carpet are dislodged and can, indeed, come in 
contact with children or pets. But most recent measurements show 
that the dislodgeability of a pesticide residue in carpets is 1 to 5 
percent, and that is measured. And, frankly, we also have found 
that the same percent relates to turf, not just to carpeting. So, the 
50 percent dislodgeability used in risk assessment is greater than 
10 times what it really is. 
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Mr. GOODLATTE. Thank you. The gentleman from Arkansas, Mr. 
Berry. 

Mr. Berry. They tell an old story in Arkansas about the board 
of directors that was going to hire a new CEO, and they brought 
in an engineer and they interviewed him and asked him what was 
2 and 2, and he got his slide rule out and he said, *Well, it depends 
on whether it is a plus 2 or minus 2.** So they let him go and they 
brought in an accountant, and they interviewed him and they 
asked him what was 2 and 2, and he said, ''Well, it depends on 
whether it is a credit 2 or a debit 2." Then they brought in one of 
the chief political appointees in the EPA and asked him what is 2 
and 2. He looked under the table, behind the curtains, in the closet, 
under the chairs, then he looked at the Board of Directors and he 
said, 'What do you want it to be?** And that is the feeling I have 
gotten today, and have had for several weeks now as we have seen 
this whole process basically crumble and fall apart, and I just won- 
der if you all agree with that? 

Mr. Engel. In order? It was pretty obvious today. Congressman, 
that a lot of that is reflected in everybod/s comments. I am part 
of that TRAC committee, and when I first entered that TRAC activ- 
ity, I could not see for one moment how that could function, let 
alone accomplish something. Much to my surprise, there was some 
accomplishment and there was some interaction that was positive. 

So, nimiber one, I think the TRAC process comes to an end with 
one more meeting and, number two, I think it is disheartening to 
see a rush to judgment. 

Mr. James. The comment I would make is that if the EPA does 
rush to judgment on some of these products and the real data from 
the urban uses of pesticides is not used, it could have a terribly ad- 
verse effect on the farming use of pesticides because urban use it 
because is where the real assumptions are being made, apparently, 
by the agency at this time, or will be shortly when the next set of 
decisions are made. There is no indication that they are going to 
either tell us all the data they need or use all the data we are 
going to make available to EPA when we get it available, and that 
is going to take some time. Those quick decisions are going to be 
made apparently, and if that happens then the agency is going to 
be using overstated risk evaluations and assumptions that are not 
valid, which could and be easily disproven if given the opportunity. 
Using overstated rick information will cause decisions to be made 
by companies, whether voluntary or otherwise, which can have a 
very adverse effect on uses for agriculture. 

The fact of the matter is, the uses of urban pesticides are very 
profitable for our companies, and so those companies are going to 
have to decide whether a use on com more important than a use 
for lawn care, or is the use on lawn care more important than on 
com? We don't want companies to have to make that decision be- 
cause we want the EPA and the USDA to use our good information 
so that the final answer is solid and reliable, and then the decision 
can be made and the proper decisions can be made, but we fear 
that bad information used by the agency on the urban use of pes- 
ticides could not only hurt our uses, but could hurt agriculture as 
well. 
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Mr. Gardner. I would just echo what Mr. James said. As a farm- 
er, frankly, I am worried as hell. I think we set a precedence yes- 
terday with what happened. Anytime that a regulatory agency does 
not use sound science in making those decisions, and they take 
those chemicals off the market, that hurts us as farmers and our 
business, and I am really concerned about the future and this proc- 
ess. I hope some adjustment can be made. 

Mr. WiCHTERMAN. Mr. Berry, the only comment that I would like 
to make in reference to what I do for a living in public health vec- 
tor control — and, unfortunately, you were out of the room when I 
presented a while ago — ^but in our little corner of the world regard- 
ing the public health provisions of the act, we have to have con- 
sultation with the Department of Health and Human Services, to 
perform the consultative and the data collection with respect to the 
public health issues. When EPA requests information on data gaps 
to be filled, and also whether this is a worthy pesticide to be de- 
fended, then the Secretary of Health and Human Services must 
comment. 

And our problem over the last 3 years — and we have worked very 
hard at the American Mosquito Control Association's level — ^is that 
we keep hearing that this is an unfunded mandate at HHS and, 
therefore, unless Congress appropriates the money, it will not be 
forthcoming. And today we do not have anything to bring before 
you as far as what constructive discussions may have teken place 
with this particular department over the last 3 years. There is 
some consultation going on, agreed, but not to the degree that 
needs to be brought to the level in my testimony where we have 
got three public health pesticide products that are in the phase 4 
of the pilot process, and to date EPA has identified that it is going 
to cost $7 million to fill these data gaps. And the responsibility of 
HHS is to support the data collection, like the IR-4 program ad- 
ministered by the USDA is doing currently. They have been doing 
it successfully for 37 years. We are trying to work into that same 
scenario, we are not trying to reinvent the wheel, and we cannot 
get that program started. 

Mr. GOODLATTE. Thank you, Mr. Berry. The gentleman from Illi- 
nois, Mr. Ewing. 

Mr. EwiNG. Thank you, Mr. Chairman. Mr. Gray, you mentioned 
in your testimony — and I am sorry that I missed some of your 
other testimony — ^that there were sometimes damage to be done by 
not using the chemicals, that there could be more harm that would 
result from not having the chemicals to protect us from disease and 
other things. 

Do you think that will show up in any meaningful way with 
what the EPA has done, or the TRAC that they are on? Do you 
think we will see that, or will it be kind of below the radar screen? 

Mr. Gray. I think that depends on the scale of the actions that 
the EPA takes. The analysis that we are doing that looks at what 
would happen if all of the organophosphates and carbamates were 
banned, that is something that was talked about early in the proc- 
ess — ^in fact, was mentioned on National Public Radio yesterday, in 
response to the azinphos methyl and the methyl parathion actions. 

We look at that. We can't even say that we are getting any public 
health benefit from a ban on all of them. And we can point to some 
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things that will occur that will have public health harms, that 
when I look at it, look to me like they will offset anything we would 
get and perhaps cause problems. 

One of the biggest effects, frankly, is changes in nutrition be- 
cause prices will increase, and we have data that was developed by 
colleagues at Auburn University showing changes in nutrition, the 
intake of a variety of nutrients by people in the population. And 
we see that a lot of nutrients that we know fight disease, that en- 
hance health, will go down. Their consumption will decrease. That 
will have a health effect. They will be hard to find. They will be 
hard to monitor. I mean, we are talking about 270 million people, 
and we are talking about changes in some. It will be hard to see. 

We also see that there will be farmers put out of business. That 
has effects, income effects on farmers, have very real effects on the 
health of their families, and that we know will occur. 

So, yes, I do believe that there will be effects that will offset and 
perhaps even overwhelm the benefits that might come from action 
against this particular category of pesticides. 

Mr. EwiNG. One of the concerns that I have — ^and I think I have 
seen it play out in other areas of regulation — ^the regulation really 
doesn't achieve the goal, and there are kind of insidious things that 
happen, but they happen so slowly to us and the public that we 
don't react to it with any great vigor. Prices of something go up, 
are driven up, and we just think it is inflation and we do with less, 
or whatever. 

But you are saying that you don't anticipate that we are going 
to have an outbreak of any particular disease that could be attrib- 
uted to this, that might really focus attention on what the EPA has 
done. 

Mr. Gray. I think that is unlikely, just like it is going to be im- 
possible to see any benefit from what the EPA has done. It will be 
very hard to say. 

Mr. EwiNG. Does someone else wish 

Mr. WiCHTERMAN. Yes, sir. I would disagree with that, respect- 
fully. In our particular situation with organophosphates, we only 
have five that we can currently use for mosquito and vector control 
in the United States. And, unfortunately, out of that five, we have 
resistance to some of those organophosphates. 

In the State of Florida where I come from, we have resistance to 
malathion, for example, on our salt marsh mosquitoes. Well, as you 
are well aware, the coast of Florida is lined with salt marshes, and 
that is where these mosquitoes are prolific. And if we do lose an 
organophosphate in our situation, we are at a loss, and we do need 
to have all of our organophosphates that currently remain in our 
arsenal, because the mosquitoes, may select the genes for resist- 
ance to a particular pesticide; therefore the mosquitoes will become 
immune. Consequently, if we cannot alternate our pesticides be- 
tween the S5mthetic pyrethroids, for example, and the 
organophosphates, and perhaps the carbamates, we are going to be 
selecting the genes for resistance much more quickly. 

Mr. EwiNG. So you could really have a counter-effect. 

Mr. WiCHTERMAN. We would have an epidemic. 

Mr. EwiNG. Caused by the mosquitoes. 

Mr. WiCHTERMAN. Yes. 
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Mr. EwiNG. To date, have we had any type of epidemic or any 
case after case of children or adults that have been harmed by 
these chemicals in the way they are currently being used? 

Mr. WiCHTERMAN. I am not aware of this. In our. mosquito and 
vector control programs throughout the United States, I am not 
aware of any. 

Mr. EwiNG. So the action is really kind of one to protect us from 
this harm that may be out there? 

Mr. Engel. It is real. It is not that may be out there, it is real. 
Let me give you some ninnbers. In your State of Vireinia this past 
year, you had 62 cases of Lyme Disease, 54 cases of Hocky Moxm- 
tain Spotted Fever, 60 cases of malaria. Two of those three were 
caused by mosquitoes, and they could have been prevented with 
the proper use of an insect repellant or mosquito control device. I 
can do it for all 50, and you have it for your records. 

Mr. EwiNG. Thank you. My time is up. 

Mr. GOODLATTE. TTiank you, Mr. Ewing. The gentleman from 
California, Mr. Pombo. 

Mr. POBIBO. Thank you, Mr. Chairman. This has been a fos^nat- 
ing panel. Mr. Wichterman, before I get to the questions, you 
talked about the budget process, and I can tell you that it is amaz- 
ing to me the things that they can find money to spend on, if they 
want to. And I think all of us up here could give you lists of things 
that we found out that they spent money on, that not a one of us 
ever would have voted for. But if it is jsomething they want to 
spend money on, they- seem to have a lot of it. 

One of the things that concerns me about the testimony that I 
have heard from this panel is that the only thing standing between 
the public and a malaria outbreak or an encephalitis outbreak is 
Mr. Wichterman and the people that he represents here. The only 
thing standi]^ between the public and having tl^ir homes overrun 
with cockroaches and pests is Mr. Rosenberg and the people he rep- 
resents. And the administration knows that. The people down at 
EPA know that. They are not that dimib that they can't figure that 
out. 

Now, this is where Mr. Gardner ought to he real concerned be- 
cause most of the public think that these bands on chemicals and 
all these horrible things that we are talking about here today only 
affect him. They don't think it affects them. So, when it comes 
right down to it, he is the one that is not going to be able to use 
these pest control methods, not you guys, because they know that 
there would be a revolution on their hands if, all of a sudden, you 
guys couldn't treat these people's homes. 

I know I go down and I talk to my sister-in-law, and when we 
get on the topic of pesticides, she thinks they are horrible, but she 
calls in the Orkin guy who comes in twice a month to kill all the 
ants around the house. That is OK And, imfortunately, most of the 
public is in that position. And that is what happens out there. 

Mr. Gray, I don't know if you had the good fortune of being able 
to read some of the press releases that were sent out vesterday 
after that, but you look like a fairly reasonable guv, and I looked 
at your background and you seem to be fairly well-educated, and 
I am just shocked that vou don't care about poisoning your kids by 
giving them all these horrible fruits and vegetables. And in my 
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opening statement, that was more my concern, is that that is the 
message that they were sending to tne public and, unfortunately, 
if you saw the media last night or read any of the papers this 
morning, that was pretty much the message that they were send- 
ing the American public out there. 

Mr. Gray. I agree, and I think that is why it is important that 
people like me, people in the public health world that know the 
science, know the risk, not only talk the talk but walk the walk. 

When I talk to my sisters about their kids, I say, "Don't worry 
about it." They see me showing that I not only say it but I believe 
it and I act it, how we get that message out more broadly, I don't 
know. 

Mr. POMBO. Well, a big part of it is having people like you that 
are willing to speak out, and having people like all of you that are 
willing to speak out and point out some of the fallacies. 

Let me ask you a direct question in terms of these assumptions 
that are out there. I have tried to sit down with some of the sci- 
entists out there that understand this, and walk my way through 
this, so that I can try to understand the rationale that EPA is 
using for this. And for the life of me, I can't understand how they 
come up with these assumptions and then come before us and try 
to defend them, because some of these assumptions that they are 
basing their decisions on are way out there. 

Mr. Gray. I think you are exactly right, and one of the things — 
I mean, we take a whole course to walk students through these as- 
sumptions, to understand what is done. I think one of the problems 
is the way in which these risks are being assessed is that there is 
a notion that we are being health protected because we make up 
the wildest, worst case assumptions we can. We make the most ex- 
treme assumptions we can because there is sort of nothing bad 
about going too far, because we are just being more health pro- 
tected. But we are forgetting that when we do that, it is just com- 
pletely disrupting our ability to make rational decisions, to make 
comparisons about different pest control options, about different 
uses of the same pesticides. There is a notion that being conserv- 
ative is health protective, and it is wrong. And, in fact, my testi- 
mony, other things I have written, will show you that, in fact, we 
can make things worse. 

So, I think the problem is we are willing to let people say as- 
sumptions are OK because they are conservative, and we can't do 
that. We have to say they are scientifically approved. And that is 
why I think we need to make progress. 

Mr. POMBO. But in your profession when you make assumptions 
that are out there, is that more based upon old technology when 
maybe we couldn't measure parts in a particular product so intri- 
cately that we can today? When we did FQPA, the whole idea was 
we were going to use modem technology, and we were trying to get 
away fix)m an outdated law that was 40 years old and trying to 
come up with modem technology, and yet it seems that the science 
that is being used in this particular case is based upon some of 
those old ideas that we wanted to get away from. 

Mr. Gray. Actually, I think you have hit the nail on the head. 
It is old technology on every angle. On the science and on the anal- 
ysis, it is old tecmiology. I think FQPA contains a lot of what you 
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would almost consider technology forcing aspects for risk assess- 
ment. It will make us do a better job, but in order to do that we 
have to be receptive to the science and use the best science avail- 
able, and not try to shoehorn our old methods, our old technology, 
into this new piece of legislation. 

Mr. POMBO. I agree with you, and this is where when it comes 
to the science that's being used, I have got a real problem. If we 
stuck to science, whatever the outcome is, I think we could all 
agree. And everybody has testified in previous panels and here, 
that if there is a chemical that is truly dangerous, if there is an 
imminent risk, it is off the market. And everybody has agreed with 
that. 

The problem is that when you interject a political agenda or poli- 
tics in general into science, you end up with decisions like we are 
faced with right now, that a political decision was made versus a 
scientific decision, because when I have people coming into my of- 
fice that aren't complaining about the policy, they are not com- 
plaining about the politics, they are complaining about the science. 

Mr. Gray. Frankly, that worries me very much as a scientist and 
a risk analyst. It should worry EPA, as an agency that relies on 
science. I agree with you completely, and it worries me a lot for the 
credibility of all of our decisionmaking on health and environ- 
mental issues. 

Mr. PoMBO. Well, I thank you very much for your testimony. I 
thank all of you. This has been a very, very good panel, and when 
the committee record is put together, this is something I will put 
to good use, the testimony that we received here today. Thank you 
all very much. 

Mr. GOODLATTE. Thank you. Mr. Rosenberg, let me ask you, do 
you believe that the decisions that the EPA makes in regard to ag- 
ricultural pesticides have a potential impact on the availability of 
the tools that your pest control operators use to prevent the spread 
of disease due to all the insects and rodents and so on that you 
have to deal with? 

Mr. Rosenberg. Mr. Chairman, I appreciate that question. I 
think it works both ways. Certainly, the decisions they are making 
about dietary exposure will impact the availability of products for 
the folks that I represent, who deal with termites and cockroaches 
and fieas, and those kind of things. 

If I were a farmer, though, I would be more concerned about the 
decisions they are going to make on the products used in the urban 
sector because those risk assumptions are so wildly exaggerated 
that, in fact, they are going to eat up these huge chimks of that 
little risk cup and guys like Allen represents are going to have to 
make a decision, if it is profitable to jstay in the urban sector, then 
I may only be able to stay in the urban sector and may not be able 
to sell to the agricultural sector. So, I don't know who is going to 
come out of this worse, but we are very much dependent on their 
decisions, they on ours. 

Mr. GooDLATTE. Thank you. Mr. Berry, do you have any other 
questions? 

Mr. Berry. No. 

Mr. POMBO. I could go on all day. 
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Mr. GOODLATTE. The gentleman from California says he could go 
on all day, and we are already into the evening, so we are proving 
that to be right, and I agree with him. 

I want to thank all of you, you have made a tremendous con- 
tribution to the work of this committee and establishing a sound 
basis for the legislation that we originally wrote, and a sound basis 
for carrying it forward in a way that enables us to receive all of 
the benefits of safe products and still effectively screen out those 
that are unsafe. And, Dr. Gray, I think you make a very important 
contribution in terms of the need to take into account all of the 
risks that are confronted here, not only the risk of direct exposure 
to these products, which is a risk that we definitely want to take 
into account and eliminate those that are harmful, but we have to 
weigh those risks against all of the benefits that come from making 
sure that we have a healthy, safe, affordable food supply, that chil- 
dren and others have a nutritious well balanced diet, that if we 
don't have an affordable food supply they won't get, and that these 
same products are often used to combat other sources of disease 
that Mr. Goddard and Mr. Wichterman and Mr. Rosenberg are 
dedicated to fighting, and we don't want to take those tools away 
from you. So, I thank you all for your contribution, and I hope that 
we will be able to continue to press forward to get a good imple- 
mentation of the FQPA. 

With that, I would ask unanimous consent to allow the record of 
toda/s hearing to remain open for 10 days to receive additional 
material and supplementary written responses from witnesses to 
any question posed by any member of the panel. Without objection, 
it is so ordered, and this hearing of the Subcommittee on Depart- 
ment Operations, Oversight, Nutrition and Forestry is adjourned. 

[Whereupon, at 6:10 p.m., the subcommittee was adjourned, sub- 
ject to the call of the chair.] 

[Material submitted for inclusion in the record follows:] 

Statement of Kevin Gardner 

Good morning, Mr. Chairman. I would like to thank you and the members of the 
subcommittee for holding this hearing and your continued work on this very impor- 
tant issue. I am Kevin Gardner, chairman of the American Farm Bureau Federa- 
tion's Young Farmer and Rancher Committee. Together, with my wife Glenna and 
our four young children, we operate a com, wheat, soybean, tobacco and alfalfa hay 
farm in Barren County, KY. 

Like almost everybody else. Farm Bureau supported passage of the Food Quality 
Protection Act (FQPA) of 1996. With today being the three-year anniversary of 
FQPA's passage, how the act is being implemented is causing great concern. We are 
now being told that farmers must mitigate risk for many critical pesticide tools, 
some of which have been used safely for over 40 years. As we witnessed yesterday, 
this means the outright cancellation of uses and dramatically altering use patterns 
of others. 

As a younger member of the farming community and an individual now only be- 
ginning to invest in the business of food production, I need to be assured that safe 
crop protection tools I depend on wiU be available to me when I need them. Starting 
out in farming is not an inexpensive undertaking. It involves, as you all know, a 
substantial amount of investment and risk. My creditors are relying on me to 
produce a product that has value so that I can repay them. 

I plan to farm for years to come. I also plan to support my family and supply con- 
sumers with safe and affordable products. But actions taken yesterday by ElPA Ad- 
ministrator Browner are unjustified and have the potential to cause severe harm 
to maiw in amculture with no increase in consiuner safety. As for children's safety, 
my wife and I shop at the same grocery stores and serve to our children the same 
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foods non-farmers buy. Our food supply is safe and our ability to produce the safest, 
most abundant and affordable food on earth is unequaled. Our regulatory system 
is the most rigorous in the world. 

The organophosphates represent the single most important class of insecticides 
used in the United States and are the first target of EPA. They are also essential 
to integrated pest management (IPM) programs. With a farm economic crisis 
brought on by historically low prices, I believe the agency has acted irresponsibly. 

Beyond the immediate farm level impact, yesterday's actions give me great con- 
cern because of the lack of any coherent objective or science-driven process. A year 
ago Vice President Gore, taking a cue from this committee, issued a memorandmn 
with four basic principles to guide the implementation of FQPA. They are: sound 
science, transparency, transition for agriculture, and public input. We in agriculture 
welcomed that attempt to establish a rational meaningful process. Until recently it 
seemed to be succeeding in bringing some order to a very complex and difficult task. 
I believe the four principles are sound and based on common-sense. But as a farmer 
they take on additional meaning to me. 

The first principle is transparency. Growers and the non-agricultural pesticide 
user community trusted that the implementation process for tne FQPA would be 
transparent and follow established administrative procedures for Federal rules and 
regulations. It has not. 

Over a year and half after the Vice President's memorandum, and the first dead- 
line now here, not a single science policy paper has been finalized. How can tiie 
agency be making fair pesticide risk assessments at the same time they are still 
seeking public comment for that same process? Without these policies can anyone 
possibly understand the process? 

The second principle is transition and the availability of safe pest control products 
for farmers and other users. Transition in agricultiu-e is an ever-present event. I am 
constantiy adopting new practices on my farm. But I base those on sound informa- 
tion, not gaess work and assimiptions. I need to stay abreast of the latest technology 
and practices and then make reasonable decisions. As a farmer, transition to me 
means identifying new crop protection products, practices and technologies as alter- 
natives for products that snow unreasonable risk. The alternatives must be safe, ef- 
fective and economically viable. My creditors and my wife would frown on my ac- 
ceptance, with blind faith and a wink and a nod from EPA, that an alternative will 
be available down the road. 

The third principle is sound science. I don't base decisions I make on my farm 
on default assiunptions and shoddy science, and neither should the EPA. They are 
responsible for decisions that wiU affect my family and my farm for years to come. 
Prior to FQPA, the focus was on dietary risk. After the FQPA, additional exposures 
must now be considered such as drinking water and residential exposure. These pro- 
visions make sense only if the agency uses real data and reliable information. To 
do otherwise doesn't make the regulatory system any more protective of public 
health, only more difficult to navigate. 

In light of the new requirements of FQPA, real data takes on even more impor- 
tance. Worst case assumption about agriculture use when added to similar unrealis- 
tic default assiunption firom the structural pest control community, and firom drink- 
ing water models total theoretical risk, is usually well above the safety standturd. 
The agriculture and the urban pest control industry depend on each otner and the 
agency to use real-world data, not default assiunptions. 

With real data, we can replace these worst case assumptions, but it takes time 
and cooperation from EPA and USDA. 

Farm Bureau supports corrective legislation to ensure fair and science based im- 
plementation of the FQPA. We want to thank all the members of this committee 
for their help over the past 3 years and continuing assistance in achieving a fair 
and balanced implementation of FQPA. 

We don't believe that by passing the FQPA, Congress intended for the EPA and 
USDA to make hasty decisions based on theoretical risk that would unfairly and 
unjustiy affect all users of pest control products. Instead, we believe and agree with 
Congress that sound science and a fair process is the foundation of this law. These 
themes are consistent with our views and with the Vice President's memorandum. 

EPA made decisions for two organophoshates yesterday. These decisions are being 
made outside the reassessment process that is slowly being built and are based on 
unrealistic default assumptions, unclear science policies, and only serve to fisdaely 
scare the public about the safety of their food. 

In conclusion, our society derives significant benefits firom the safe use of pes- 
ticides on farms and in the community at laree. Last month, the U.S. Department 
of Health and Human Services (HHS), releasea a new report documenting migor im- 
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provements in American's health and sighting, and I quote, the "'consumption of five 
fruits and vegetables a day," as one of the major contributors. 

There is a lot of good news for the American food consumer. The supply of food 
is bountiful, quality is unparalleled, variety is ever expanding and prices are reason- 
able. The U.S. system is unrivaled in the world. Our quality of life and health are 
evidence to this. 0\ir hope is that FQPA will allow us to build on these successes. 

Thank you for holding this important hearing and for yo\ir attention to our con- 



Statement of George Wichterman 

I am George Wichterman, chairman of the Public Health Pesticide Working Group 
for the American Mosquito Control Association, Past President of the Florida Mos- 
quito Control Association and Senior Entomologist with the Lee County Mosquito 
Control District in Fort Myers, Florida. I am also a member of the FQPA Tolerance 
Reassessment Advisory Committee (TRAC) representing public health vector control 
and a member of the Pesticide Environmental Stewardship Program (PESP) for the 
AMCA. Accompanying me are Mr. Joseph Kertesz, AMCA Mid Atlantic Regional Di- 
rector, Hampton, Vireinia, and past president of the Virginia Mosquito Control As- 
sociation, and Mrs. .Judy Hansen, Past President of the AMCA and current presi- 
dent of the New Jersey Mosquito Control Association. I want to express our appre- 
ciation to Chairman Goodlatte for his leadership in holding these important hear- 
ings on the implementation of the Food Quality Protection Act, especially focusing 
on the importance of public health pesticides in preserving and protecting our na- 
tions pubhc health. 

The American Mosauito Control Association is a non-profit international associa- 
tion of individuals ana organization (over 2000 members) interested in mosquito and 
other vector control. Our mission is to provide leadership, information, and edu- 
cation leading to enhancement of health, and quality of life through the suppression 
of mosquito and other vector transmitted diseases and the reduction of annoyance 
levels caused by mosquitoes and other vectors and pests of public health importance. 

I regret that as a member of the public health community I can not fairlv report 
that we have made significant progress in implementing the public health provi- 
sions of the 1996 Act. Specifically, HHS has not established a home for this impor- 
tant program. Moreover, HHS has not sought to appropriate the funds necessary to 
conduct the studies to maintain the arsenal of public health pesticides we believe 
are necessary to fight vector- borne diseases such as encephalitis which is increas- 
ing. Without this arsenal, we are at risk of insect resistance. 

Before 1996, the focus of FIFRA and EPA's pesticide program was on agricultural 
pesticides. Most of the multinational companies develop and expand active ingredi- 
ents for their agricultural use since that is where the large volume is. Mosquito con- 
trol programs use comparatively small amounts of pesticides in adulticiding and 
larviciding programs. The manufacturers of active ingredients historically have been 
reluctant to develop the aquatic toxicity and aquatic fate data required to maintain 
the registration of mosquito control products. Under EPA's regulations without 
these data, the Agency will not "reregister" the mosquito control use. If we don't 
have a variety of pesticides to use in our programs, we face the prospect of mosqui- 
toes developing resistance. 

One of the objectives of FQPA was to require EPA, in consultation with HHS, to 
consider the unique needs and benefits of public health pesticides and for HHS to 
conduct testing necessary to support the continued registration of public health pes- 
ticides. Congress thus envisioned HHS serving a critical role in the preservation of 
public health pesticides. HHS unfortunately has not stepped up to the task. With 
the incidence of mosquito-borne diseases increasing, placing at nsk children and the 
elderly, an ironic development, especially since FQrA was bom out of concern of 
children's health. I urge this committee and Congress to remind the Secretary of 
HHS of the Department's role under FQPA. 

Importance of Public Health Pesticides 

Public health pesticides and their important uses are truly unique products with 
enormous health benefits for our nation, our children and our senior citizens. Mos- 
quito-borne viruses (e.g. St. Louis encephalitis, eastern equine encephalitis, western 
equine encephalitis, dengue, and dengue hemorrhagic fever) are increasing threats 
to our public health. Public health pesticides are designed to protect the public from 
pests such as mosquitoes, fleas, flies, cockroaches, rats, mice, ticks, bacteria, head 
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lice and viruses. Vector- borne diseases include encephalitis, cockroach asthma, sal- 
monellosis, legionnaire's disease, malaria, hantavirus, plague, and tularemia. 

If we as a nation are going to promote public healui in America, protect current 
and future generations, and enhance the quality of life, it is important that we pro- 
tect pubHc health pesticides products and their uses. Currently, there are not any 
new public health pesticides being developed by the chemical companies. As a result 
we can not afford to have these remaining products discontinued or eliminated, and 
we must make every effort to adopt a mitigation strategy so that we can retain 
these important uses. As public health officials from across the nation, we must 
have effective, yet affordable, pest control products to protect our people and our so- 
ciety, especially the most vulnerable segments of our population — our children and 
our senior citizens. 

Expedite the Public Health Provisions of the Food Quality Protection Act 

OF 1996 

The Food Quality Protection Act specified several new regulatory obligations for 
the Environmental Protection Agency (EPA), and the Department of Health and 
Human Services Department (HHS), requiring a new regulatory liaison and memo- 
randum of understanding between the two agencies. Despite considerable effort, 
however, the two agencies have still not finalized a Memorandiun of Understanding^ 
(MOU) or determined how this cooperative arrangement will be undertaken. We 
would urge both agencies to finalize these agreements so that the regulatory respon- 
sibilities are clear. EPA has taken the initiative in this regard and appointed a pub- 
lic health coordinator including a team of officials to ad(&*ess these issues with re- 
spect to FQPA; however, as noted, HHS has not implemented FQPA as we approach 
tne third anniversary of the act. Rather, HHS views its responsibilities under the 
act as an unfunded mandate. 

For more than 2 years, EPA, in consultation with HHS and the U.S. Department 
of Agriculture, has worked on the publication of a Public Health Pest List , accord- 
ing to the new requirements of FQPA. We would urge the EPA to expedite the pub- 
lication of this comprehensive list, with a ninety day comment period, so that all 
public health officials could comment on the list. 

In addition, section 25 (a) (1) of FIFRA calls for EPA to identify the various class- 
es of pesticides, including agricultural, nonagricultural, and public health pesticides. 
If EPA is to consider the difference in concept and usage when making pesticide reg- 
ulatory decisions, then the Agency must complete classifying pesticides, including 
public health pesticides. It would seem logical that products that include public 
health pests on their label could be defined as public health pesticides. 

Public health pesticides provide many benefits to our nation, such as preventing 
the spread of infectious diseases, improving the quaUty of our lives, and protecting 
our most vulnerable subpopulations such as our children and our senior citizens. 
The provisions of FQPA provide that HHS should provide available benefits and use 
information or an analysis thereof to the EPA. It is important that EPA have tiie 
benefit of HHS's assessment during the Agency's regulatory review of public health 
pesticides. We wovild urge both agencies to work out this important exchange of ben- 
efit information. 

As noted, one of the most important provisions of the FQPA called for the estab- 
lishment of the Public Health Pesticide Data Collection Program. The development 
of these data are essential to maintain a viable mix of mosquito control products. 
Under FIFRA Section 4 (n), entitled Authorization of Funds to Develop Public 
Health Data, the new FQPA requirements authorized the appropriations of $12 mil- 
hon for fiscal year 1997 and future years. HHS has not requested these fiinds or 
developed a program for the development of these data, nor it is clear that such a 
funding request will be made in fiscal year 2001. It is important that this public 
health pesticide data collection program be started as quickly as possible since there 
are three public health pesticide products being reviewed by EPA in their pilot proc- 
ess and the Agency has identified data gaps for each. It has been determined by 
individuals within EPA and HHS that $7,000,000 would be necessary to satisfy 
these data requirements in order that reregistration may be completed for these 
compounds. Unfortunately HHS has been unable not only to establish a home for 
this pesticide date collection program, but also has not provided the necessary funds 
to support these orohan use public health pesticide products. USDA's IR-4 program 
under which that Department supports residue testing to assure the continued reg- 
istration and tolerances for minor crop pesticides is proof that a Department can 
effectively generate pesticide date importent to achieve a public goal. 

Many public health products will disappear if funding for the Public Health Pes- 
ticide Date Collection rrogram is not approved. These producte, of which many are 
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low volume, low profit, products, will be lost in the registration and reregistration 
process because of economic reasons. Simply, the cost of generating the necessary 
data to continue these registrations far exceeds the return on sales of these prod- 
ucts. These funds could be used at land grant universities and consulting labora- 
tories to promote research on disease carrying vectors that are important to main- 
taining the nation's public health. 

We respectfully urge the EPA, HHS, and the Clinton Administration to collec- 
tively work together to implement the Public Health Pesticide Data Collection Pro- 
gram, so that the program can begin at least by the beginning of fiscal year 2001. 

Consequently, we at AMCA believe it is important to fully implement the public 
health provisions of the Food Quality Protection Act,, including but not limited to 
the following: (1) appropriation of funds, (2) esteblishing a program home within 
HHS, (3) execution of the Memorandum of Understanding (MOU), (2) Completion 
of the Pest List, (3) Classification of Public Health Pesticide Products, (4) Esteblish- 
ment of the benefits of public health pesticides, and (5) the esteblishment of the 
Public Health Pesticide Data Collection Program with the necessary funding. 

Tolerance Reassessment and the Implementation of FQPA 

In devising a method of instituting the new health-based safety stendard of 
FQPA, EPA nas established a theoretical "risk cup" which can be thought of as a 
cup filled with all pesticides with a common mode of toxicity. The theoretical risk 
cup, however, may not have adequate space to preserve many beneficial products — 
particularly minor use pesticides used in the control of public health pests such as 
mosquitoes, ticks, flies, roaches, rats, mice, bacteria, viruses, and other disease-car- 
rying insects. In essence, many of these currently registered uses may be lost. 

FQPA decisions need to be based on a reliable data base rather tihan default as- 
sumptions of maximiun exposure and use. AMCA believes that manv a niunber of 
valuable and beneficial public health pesticides stend in jeopardy of being canceled 
by EPA because the Agency may be basing its determinations on overstated as- 
sumptions of pesticide usage and inflated estimates of the potential risk associated 
with exposure. Within the public health community, there is a growing concern that 
EPA is not basing its product decisions on a complete and comprehensive database. 
Rather there is speculation that the Agency is relying on inadequate data and over- 
ly conservative nsk assumptions in determining whether certain categories of pes- 
ticides pose an imacceptable risk to human healtih. 

The widespread cancellation of a niunber of important public health pesticide 
products currently available would have a devasteting impact on public health offi- 
cials nationwide. By reducing or eliminating the importent public health pesticide 
tools, public health officials will face insurmounteble obstecles to protect the na- 
tion's public health, especially if there is no viable alternative. This potentially dis- 
astrous situation may be averted if the EPA bases its regulatory decisions on a com- 
glete set of information for each pesticide product. If date gaps exist for public 
ealth pesticide uses, such as exposure data, the Agency has full authority under 
FIFRA's Date Call-in provisions to request the generation of this much needed date. 

To further facilitete the development of use date and exposure date on mosquito 
control products, the American Mosquito Control Association, in conjunction with 
EPA, put together a survey of public health pesticide uses in the mosquito control 
districte across the Nation during the spring of 1998. Working with EPA officials 
and the Biological and Economics Analysis Division (BEAD), AMCA officials de- 
signed a survey to obtein a comprehensive pattern of use for all mosquito control 
producte. We were interested in obteining use rates, acres treated, and how often 
applications were made on urban, rural, or wildlife refuge areas. We were attempt- 
ing to esteblish use patterns, levels of exposure, and the amount of resistence that 
might have occurred. This study has been completed in 1998, collated by the EPA's 
outeide contractor, and is presently being reviewed by BEAD. We are hopeful that 
this new use information will be helpful to the EPA when it makes it decisions 
about risk assessment, risk management, and risk mitigation for public healtii pes- 
ticide producte, especially the organophosphate (OP) insecticides. 

Benefits of Organophosphate Insecticides for Public Health 

Organophosphate (OP) insecticides are one of the most widely used pesticides in 
the United Stetes. For almost 30 years, these effective, yet affordable, pesticides 
have been utilized to control public health pests, especially mosquitoes. Tnese pes- 
ticide producte are usually applied at low dosage rates against public health peste, 
have low levels of exposure, and are not persistent in the environment. They are 
an effective part of an IPM program. 
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Many of the OP compounds are important pesticide tools for professional public 
health officials. Five OP compounds are used for mosquito contn^ purposes. Preven- 
tion is a key element in controlling mosquitoes and the effective use of larvicides 
is especially cost and time efficient because immatiure mosquitoes are usually highly 
concentrated and immobile. Mosquito control districts use temephos as a larvicide 
to control young and immature mosquitoes. This product is especially effective 
against salt marsh mosquitoes and as a vector control device for St. Louis encepha- 
litis. 

It is equally important that four OP compounds are utilized as adidtiddes, includ- 
ing ChlorpyriSfos, Fenthion, Malathion and Naled. Chlorpyrifos is used against adult 
mosquitoes throughout the United States. .Fenthion is registered as a mosquito 
advilticide only within the State of Florida, but is used elsewhere against other pub- 
lic health pests. Malathion is one of the most widely used pesticic&s in the United 
States, with multiple uses for crop protection^ non-agricultural uses, and public 
health uses. It is used for medfly eradication in Florida Bxid California, in urban 
and rural areas, because of its low dosage and low exposure elements. In this dec- 
ade, it has been used after numerous natural disasters, including hurricanes in the 
Carolinas, and after devastating Midwestern floods. And Naled has been used exten- 
sively as a public health pesticide to reduce adult mosquito populations. 

Professional mosquito control officials usually utilize an tnte^ted P^st Manage- 
ment (IPM) approach, which has been endorsed by EPA, USDA, and €DC. JPM 
Practices frequently focus on habitat modification, especially larval habitats and uti- 
ze pesticides to supplement other approaches. 'When pesticides are used, tihey are 
influenced by several factors such as: (1) local mosquito species, (2) application re- 
quirements (air, boat, truck, and backpack), (3) time of day (pre-dawn or after s\m- 
set), (4) to minimize impact on non- target species, (5) an analysis of scientifically 
conducted field surveillance, (6) cost effectiveness, Jind (7) the threat of mosquito- 
borne viruses. 

In view of the important role that OP compounds have for the professional mos- 
quito control programs in the United States and the efficient and effective manner 
in "whi^ they are applied, it is important to retain the public health uses of OPs. 
But retaining only the public health uses of the OPs will, not be sufficient to eco- 
nomically support the retention of a particular pesticide product. The low voliune, 
low profits generated by most public health uses, compared to most crop protection 
uses, are an insufficient economic incentive to support the reregustration of an OP. 
A registrant is. unlikely to spend $10 or $20 million for the reregistration of an OP, 
just to save the public health uses. 

Resistance to Pyrethroids, and the Impact on OPs 

Under normal circumstances, public health pestiddes fall into four classes: (1) 
organophosphates, (2) pyrethroids, (3) carbamates (only one labeled advdticide re- 
mains-because the registrants are not supporting the rere^strations) and (4) natu- 
ral biocides . For all practical purposes, however, the pyrethroids and tiie 
organophosphates are the only ones m general use. 

These pesticide products affect insects in different ways. In general, the classes 
of insecticides have different modes of action. Thus, each class of insecticides affects 
a different physiological activity in insects. This phenomenon, along with other 
major charactearistics, is an important factor in decioing which pesticide to select for 
operational use. Decisions of tnis type are routinely made by managers of agencies 
responsible for protecting the public fi-om nuisance 4ind disease-bearing arthropods. 

These same public health omcials have to be alert for changes in effectiveness of 
the pesticide products they are using. It is not uncommon for pesticide applications 
to exert selection pressures on the target insect populations, in which those few with 
the appropriate physiological or behavioral mecnanism are capable of detoxifying or 
otherwise escaping the enect of the pesticide and therefore, survive exposure. Wnen 
this escape occurs and the selection pressure continues because of repeated applica- 
tions of the same material or one with a similar mode of action, there is a gradual 
buildup of individuals in the insect populations that can escape the effect of me pes- 
ticide. As a result of this selection process, eventually most of the individuals in tiie 
populations can escape the effect of the pesticide. Sometimes the insecticide resist- 
ance triggered by the escape mechanism extends to the entire class of insecticide. 
If the entire class of insecticides can escape, then neither the specific pesticide that 
caused the selection, nor other members odf the same class of pesticides will be effec- 
tive acainst this species of insect. 

In uie United States and on a global basis, selection of this type has occurred in 
over 500 insects of economic importance! Often substituted pesticide products from 
the same classes of insecticides are initially effective, but Become ineffective veiy 
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rapidly because of the escape mechanism that has been selected in the target spe- 
cies. Under these circumstances, the entire class of insecticides rapidly becomes use- 
less against that species because of insecticide resistance. 

Occasionally the exposure of a public health pest, an insect, occurs not as a result 
of control measures against that specific insect, but in response to incidental expo- 
sure to insecticide applications intended for crop protection purposes. Nevertheless, 
the usefulness of the pesticide and/or the class of pesticide may be lost for public 
health use. Since there are only a few insecticides registered for public health uses, 
it is a very serious setback when an insecticide or class of insecticides is lost due 
to resistance. It takes years of research, tr3dng thousands of compounds, before an 
effective insecticide is discovered, costing upw£u*ds of $50 million. Because of the 
enormous cost involved in finding a new insecticide, virtually none are developed 
specifically for public health pests. These insecticides are usually developed for crop 
protection purposes — frequently com, cotton, soybeans, etc., or for household pur- 
poses. Thus only a few become labeled for public health pests. 

Because of the development of resistance to one pesticide product or a class of pes- 
ticide products, it is essential that multiple classes of public health insecticides be 
available for attacking public health pests. 

There are several practices that the user or public health official can adopt to try 
to delay the onset of resistance to a specific insecticide or class of insecticides. When 
the control measures such as biological control or source reduction are not available 
or are only partially effective, the single most effective approach to prevent resist- 
ance is the regular alternation of classes of insecticides, by alternating the mode 
of action before selection for resistance has progressed too far, it is considered pos- 
sible to eliminate the few individuals already selected.. 

With just the organophosphate and pvrethroid classes of insecticides generaUy 
available for control of adult public health insects, the loss of either class would 
eliminate the possibility of managing the prevention of resistance by alternation of 
adulticides. Thus, if the public health uses of organophosphate compounds were lost 
due to EPA regulatonr action, public health officials would be severely hampered be- 
cause any hope of delaying and/or preventing the onset of resistance by alternating 
modes of action against many public health pests would be eliminated. One class 
(one mode of action) is simply not enough to use good pesticide stewardship by alter- 
nating modes of action. 

The prolonged continuous use of the one remaining class of insecticide could be 
expected to produce resistance in target pest populations if some individuals exist 
that have the capacity to detoxify/escape the pesticide. If that event were to occur, 
the last effective class of insecticides would then be lost as well. 

Thus, should an entire class of insecticides, such as the organophosphates, be re- 
moved fi-om the marketplace by EPA regulatory action, the pubUc health official's 
primary mechanism for preserving insecticide susceptibility among target arthro- 
pods would be severely compromised. With but limited commercial interest in the 
development of public health pesticide products, especially of new alternative class 
of insecticides with different modes of action, the ability to control the resistant 
adult pest will be lost. 

Since there appears to be some resistance to pyrethroids in Florida, Louisiana, 
and Ohio, government regulatory action to remove the other alternative product 
may leave public health officials with a lack of pesticide tools to protect public 
health. It is imperative to preserve as many classes of insecticides for public health 
use as is possible in order to: 

1. Provide the level of control necessary for protection from vector-borne disease 
and nuisance pests; and 

2. Ensure that good public health pesticide stewardship can be practiced to reduce 
the likelihood of selection for insecticide resistance by alternating classes of pes- 
ticides to take advantage of their different modes of action within me insects' phys- 
iological detoxification and escape mechanisms. 

Exempt Public Health Uses From Risk Cup Analysis 

We at the American Mosquito Control Association urge the Environmental Protec- 
tion Agency to grant an exemption for pubhc health pesticides and their uses when 
' implementing the risk cup analysis. 

The Food Qiiality Protection Act (FQPA) designated special consideration for pub- 
lic health pesticides when the Congress included the j>rovisions of H. R. 53 (The 
Public Health Pesticide Protection Act), introduced by Congressmen Cal Dooley and 
Wally Herger, in H. R. 1627. Consequently, FQPA recognized the truly unique im- 
portance of public health pesticides. 
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First, Section 26 (a) (1) of FIFRA directs the EPA Administrator to "take into ac- 
count the differences in concept and usage between various classes of pesticides, in- 
cluding public health pesticides, and dinerences in environmental risk and the ap- 
propriate data for evaluating such risk between agricultural, nonagricultural. and 
public health pesticides. *" 

Second, the public health pesticide provisions of FQPA also directs the EPA Ad- 
ministrator to consult with the Secretarv of Health and Human Services "before 
publishing regulations under this Act (FIFRA) for any public health pesticide . . . 
In fact, the new public health pesticide provisions include several other areas of con- 
svdtation between EPA and HhS. 

Third, the cancellation provisions of section 6(b) (2( of FIFRA also reqxiires that 
the Secretary of Health and Hiunan Services "should provide available benefits and 
use information, or an analysis thereof," to the EPA Administrator as it considers 
the cancellation or change in pesticide classification for a public health pesticide 
product. 

Fourth, under the authorization of funds to develop public health pesticide data 
collection (Section 4(n) of FIFRA and subsection 4(nX3) (Benefits to Support Fam- 
ily), the EPA Administrator and the Secretary of HHS "shall make a determination 
whether the potential benefits of continued use of the pesticide for public health or 
public health piuposes . . ." warrants the development of public Health pesticide 
date to "support continued registration under Section 3 or reregistration under sec- 
tion 4." 

Because of the enormous public health benefite that result from the appropriate 
use of public health pesticide producte, and the importent role that OP compounds 
have for professional mosquito control programs, we at the AMCA respectfully rec- 
ommend that public health pesticides be exempt from the risk cup analysis and the 
tolerance reassessment process. 

PEsncroE Fees 

Many public health pesticides require an exemption from tolerance and will also 
be part of the Agencys reassessment Importantly, many public health pesticide 
proaucte contain many low voliune inert ingrediente, many of which may be discon- 
tinued under this proposed pricing structure. If basic manufacturers reformulate 
their producte, they may discontinue public health uses, especially mosquito control 
uses. 

We at AMCA believe that public health pesticide producte should be exempt Grom 
any tolerance fee so that it may become economically feasible to continue the use 
of these importent public health pesticide producte. It the EPA moves ahead to im- 
plement the Tolerance Fee Proposal as it is presently drafted, we would urge this 
subcommittee to hold public hearings on this importent issue. 

There has been considerable discussion this Spring about a potential Fee for Serv- 
ice Program. We at AMCA are not opposed to a Fee for Service Program, but we 
believe that public health pesticide producte should be exempt from any such pro- 
gram. In essence, there should be no registration fee for any new active ingredient 
for public health , or any fee for public health new uses. Such fees would discourage 
research into new uses and esteblish economic barriers to low volume, low pront 
public health pesticide producte. If the Congress considers a Fee for Service Pro- 
gram, we would respectnilly urge this subcommittee to exempt all public health pes- 
ticide producte from this program. 

Legislative Activities 

On April 28, 1999, Representetive Richard Pombo introduced H.R. 1592, the Reg- 
ulatory Fairness and Openness Act of 1999. This legislation would require EPA to 
Srepare a written transition analysis and report identif^ring various assumptions or 
efaulte used bv the Agency in making tolerance decisions and non-food pesticide 
decisions issued during the ten year tolerance reassessment period mandated by 
FQPA. In addition, the hill contains provisions which would: 

• Require EPA to use actual date and scientifically sound information when modi- 
fyii^ or revoking a tolerance 

• Streamline the Section 18 process 

Provide for the monitoring of the international impacto of FQPA on U.S. agricul- 
tural commodity sectors 

• Direct EPA to issue, via public notice and comment, date guidelines under 
FIFRA and FFDCA specifying the kinds of information required to support a new 
or existing tolerance; and 

• Esteblish a new permanent Pesticide Advisory Committee to advise EPA and 
USDA on FQPA implementetion 
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H.R. 1592 includes additional language which interjects the concepts of benefits 
and economic considerations in the FQPA decision-making process. First, the bill 
would direct the EPA Administrator to expedite the review of a product that is like- 
ly to provide an effective, economic alternative to the use of a pesticide that has 
been or is likely to be removed from the market as a result of the new FQPA re- 
quirement and for which there is no currently registered effective and economical 
fidtemative for which the number of such alternatives is insufficient to avoid prob- 
lems such as pest resistance. 

Second, the measiu'e would require the transition analysis report to include a de- 
termination regarding the extent to which an effective and economically alternative 
to the pesticidal tolerance under review has been approve and whether revocation 
or momfication of the tolerance will result in (1) a significant shift of production 
within the United States, (2) an increase in imports of corresponding commodities; 
(3) an increase in pest control costs; (4) pest crop damage and yield loss, including 
quality degradation, due to the lack of an effective alternative, or (5) a disruption 
of domestic production of an adequate, wholesome and economical food supplv. 

H. R. 1592 will ensure that sound science can draw upon the best available data 
or allow the Agency to call-in the necessary data under their existing authority. We 
at AMCA believe that this legislation will assist the Agency in making decisions 
based on sound science not guess science. We at AMCA endorse this legislation and 
urge the Congress to enact tSiis legislation. 

TRAC Should be Retained 

In April of 1999, Vice President Al Gore, at the urging of Congressmen Charles 
Stenholm and Marion Berry recommended a four point plan for the implementation 
of the FQPA. The result of these collective efforts led the EPA and USDA to estab- 
lish the Tolerance Reassessment Advisory Committee. The TRAC process has 
worked very well, creating a balanced dialogue between stakeholders. Importantly, 
it included many agricultural grower groups, as well as public health officials, thus 
broadening the viewpoints avaUable to EPA and USDA. 

Since this TRAC format has worked so well in representing the diversified opin- 
ions concerning the implementation of the FQPA, we at AMCA urge the continu- 
ation of the TRAC or a replacement of TRAC with a different entity. There is a real 
need to continue a dialogue advisory committee of some kind, and we believe that 
TRAC or a TRAC like entity should be retained. 

As an organization of over 2000 public health professionals across the nation, we 
at the American Mosquito Control Association are dedicated to preserving and pro- 
tecting the nation's public health. It is important that public health ofScials have 
the necessary public health pesticide tools that are effective, yet affordable, pest 
control products, to protect our people and our nation, especially the most vulner- 
able se^ents of our population — our children and our senior citizens. 

We again thank the subcommittee for holding these important public health pes- 
ticide hearings and greatly appreciate the opportunity to be included in this process. 
We pledge our willingness to work with this subcommittee to promote, protect, and 
preserve the nation's public health. 



Statement of Bob Rosenberg 

Mr. Chairman and members of the Subcommittee, my name is Bob Rosenberg. I 
am testifying today on behalf of the National Pest Control Association. 

NPCA is a 66-year-old trade association headquartered in Northern Virginia. We 
represent approximately five thousand companies that are in the business of provid- 
ing structural pest control services. 

The pest control industry is quite diverse, comprised of large and small companies 
alike, located in virtually every city and State in America. Some provide residential 
pest control services; others provide institutional or commercial pest control services 
to facilities like restaurants, hotels, hospitals, schools, office buildings and food proc- 
essing facilities. Among the more common pests we deal with are termites, cock- 
roaches, ants, fleas, ticks, stinging insects, rats, mice and stored product pests that 
afllict agricultural commodities. 

Despite the industry's diversity, we share a common concern about the implemen- 
tation of the Food Quality Protection Act. We thank you for shedding some light 
today on one of the most important, but least understood aspects of FQPA; residen- 
tial or non-agricultural use of pesticides. Though I'm testifying on behalf of the pest 
control industry, our concern is shared by virtually every other organization that 
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represents non-agricultural pesticide users, such as golf course superintendents, 
nurserymen and lawn care operators. 

To biest understand our concerns, it is important for you to know that FQPA re- 
quires that EPA make a determination '^hat there is a reasonable certainty that 
no harm will result from aggregate exposure — ^includins all anticipated dietary esroo- 
siu*es and all other exposures for which there is reliable information/ In other 
words, EPA must add up the risks associated with dietary, drinking water and resi- 
dential exposure. 

We believe this is a sensible principle for conducting risk assessments. In fact, 
NPCA supported the enactment of FQPA in 1996. Our problem is not FQPA itself 
We still support the stringent health-based standards established by FQPA. Our 
concern is with its implementation. 

Today is FQPA's thurd anniversary and EPA is poised to commence its FQPA deci- 
sion making. Over the next several months EPA will make regulatory decisions 
about dozens of products used by pest control operators to protect Americans from 
harmful, destructive and annoying pests. Unfortunately, the Agency plans to make 
these decisions without the benefit of sound science or reliable data. 

The problem, simply put, is: Until the enactment of FQPA, Federal law did not 
require the production of residential exposure data. Accordingly, very little of this 
data exists. 

EPA has broad statutory authority to compel the manufacturers of residential 
products to generate data to support the registration of these products. To date, 
EPA has refused to exercise its "data call-in" authority. 

USDA has committed considerable resources to generating real world data to as- 
sist EPA with dietary exposure risk assessments. There is, however, no Federal 
agencv generating data for non-agricultural risk assessments. 

EPA has made no effort to collect reliable data about residential exposure. 

Though EPA has not provided clear guidance, industry has, on its own initiative, 
begun a number of efforts to generate residential exposure data. This data, however, 
will not be available for many months or years. 

While the TRAC process has made considerable progress in refining the methodol- 
ogy and data necessary for making dietary exposure risk assessments, residential 
exposure has been virtually neglected in this process. 

Instead of the reliable data contemplated oy the act, EPA has indicated that it 
intends to make decisions about residential exposure using what it calls "standard 
operating procedures." These are highly conservative default assumptions; worst- 
case scenarios which grossly exaggerate the risk from residential exposiure. 

When Goneness passed FQPA, it fully understood that residential exposure data 
was not available and carefully crafted the language of the act to ensure that EPA 
did not make decisions based on hypothetical worst-case scenarios. Again, FQPA 
provides that EPA take into account anticipated dietary exposures and all other ex- 
posures for which there is reliable information." 

(2) EPA openly admits it lacks reliable residential exposure data and a firm grasp 
of the issue. In a January 4, 1999 Federal Register notice EPA states "Because high- 
Iv specific, residential exposure data are generally lacking and there is not wide un- 
derstanding and acceptance of existing models and assumptions" 

EPA's apparent decision to ignore the clear intent of Congress will have dire con- 
sequences for both agricultural and non-agricultural pesticide users. Because all 
routes of exposure, agricultural and non-agricultural, alike, will be aggregated into 
a single small "risk cup," wildly inflated estimates of residential exposure will lead 
to one of two outcomes: 

Pest control operators will lose numerous valuable and often irreplaceable tools 
to combat cockroaches, termites, rats and other pests that pose very real threats to 
peoples' health and their homes, or 

It a pesticide manufacturer chooses to retain its non-agricultural uses, huge 
chunks of tiie "risk cup" will be consumed by these uses, depriving American farm- 
ers of access to these products. 

We do not intend to be unduly harsh in our indictment of EPA. FQPA is a breath- 
takingly complex statute which was foisted upon EPA, requiring them to advance 
the state of science years before its time; a nearly impossible task. Furthermore, the 
Agency has begun in the last twelve months to make considerable progress in grap- 
pling with the complexity of the act. This has manifest itself in the development of 
dozens of science policy papers; many of which will not be finalized well into next 
year and some of which have not yet even been published for comment. 

EPA is not yet ready to make FQPA regulatonr decisions. It has not yet developed 
a sound scientific base or acquired the reliable data with which to make these deci- 
sions. And yet they appear intent on making these decisions anywav. This will have 
a profoundly negative impact on many millions of Americans. If EPA insists on mov- 
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ing forward prematurely, then we urge Congress to promptly exercise it legislative 
prerogative to stop this travesty. 

Mr. Chairman, thank you for drawing attention to this issue. Fd be pleased to an- 
swer any questions. 



Statement of George M. Gray 

Chairman Goodlatte, members of the committee, thank you for the opportunity to 
appe£u* before vou today. I am Geoi^e M. Gray, lecturer in Risk Analysis at the Har- 
vard School of Public Health and Deputy Director of the Harvard Center for Risk 
Analysis. My commente today are based upon my research and experience as a sci- 
entist, risk analyst, and public health professional. These comments are my own 
and should not be attributed to the Harvard Center for Risk Analysis or School of 
Public Health. 

A fundamental tenet of public health, borrowed from physicians, is ''First, do no 
harm." This notion arises from the recognition that both medical treatments and 
public health efforts have potential side effects, unintended consequences that may 
reduce or even cancel out the benefit of the treatment. A well-known example in 
public health is the treatment of drinking water to destroy disease-causing micro- 
onanisms. All of our varied treatment options have concerns about potential side 
effects, so efforts are made to minimize treatment-related risks while effectively 
tackling the lai^er target risk of water-borne disease. 

I am here today to tell you that current implementetion of the Food Quality Pro- 
tection Act of 1996 (FQPA) is not paying enough attention to public health side ef- 
fecte of regulatory actions. I do believe the idea of weighing benefits and con- 
sequences is embraced in several parts of the FQPA, including its call to ensure that 
decisions provide"a reasonable certeinty that no harm will result" from any action. 
However, because of a narrow focus and lack of consideration of foreseeable con- 
sequences, we cannot be sure that implementetion of the FQPA will provide signifi- 
cant public health benefits, and it mav even do harm. 

Sound management of pesticide risks requires a broad view that goes beyond just 
pesticide risks and includes the countervailing risks (or side effecte) that may arise 
with any regulatory decision. This risk/risk analysis must evaluate the net change 
in public health that results from changes in the availability or use of pesticides. 

For example, it is clear that banning of a pesticide does not cause the target pest 
to disappear. Something else, whether another pesticide or other pest management 
practice, will be used to protect the crop. Of course, a substitute pesticide wOl have 
its own toxicity profile and associated potential for risk. You mimt be surprised to 
know that deasions about pesticide bans for some or all crops, do not evaluate the 
risks of the alternatives that will be used. It is clear that these alternatives vnH 
reduce the amount of risk reduction that a ban would achieve, and might even cause 
risk to increase if they are less effective, require more applications, or are more 
toxic. And substitute pesticides are only one t3rpe of countervailing risk. There are 
risks that may occur to public health or crop production if pest control is weakened 
in the absence of a particular pesticide. There are public health implications of the 
economic disruptions that a change in pesticide availability can cause. Evaluating 
the def^ree to which countervailing risks may diminish, or even outweigh, the tanzet 
risk of a regulatory action is critical to ensuring sound implementetion of FQfA. 

I believe that Congress understood the need to look broadly a public health in con- 
sidering both agricultural and nonagricultural uses of pesticides. The language in 
the FQrA clearlv addresses many forms of risk/risk tradeoffs in agricultiural uses 
of pesticides and, in some cases, this can easily be extended to public health and 
nonagricultural uses. 

There is a clear recognition of pesticide substitution, and a desire to ensure that 
alternative pest control methods don't harm public health, in the FQPA provisions 
for rapid registration of reduced risk pesticides (Section 408(dX4XB). This section 
does not go far enough, in my opinion, because it does not require weighing of the 
risks of substitute pesticides in decisions affecting the registration of current and 
new pesticides. 

There are other parte of FQPA that should encourage broad thinking about pos- 
sible risk/risk tradeoffs. In Section 408 (bX2XBXiiiXI) any action restricting the use 
of a pesticide is required to weigh the risks of the pest being controlled against the 
risk of the pesticide. This "aflatoxin provision" recognizes the public health benefite 
provided by some pesticides in controlling peste that carry very real risks of their 
own. As written, this seems not to apply to nonagricultural uses of pesticides but 
I would suggest that it should, for example, consider changes in the rate of asthma 
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induced by cockroach dander that might occur if pesticides used for cockroach con- 
trol were banned. 

The ''substantial disruption" subclause in this same section (Section 408 
(b)(2XB)(iiiXII)) has, I believe, important guidance for risk/risk analysis in FQPA 
implementation. It recognizes that a decision that changes in the availability of a 
pesticide may have significant public health risks of its own. The committee report 
clearly identifies the countervailing risks of alternative pest control methods, 
changes in yield of crops and consequent effects on consumer diets and nutrition 
through changes in food availability or price. This is wise and farsighted thinking 
that although the committee report suggests will happen only occasionally, I believe 
must be an integral part of any decision under FQPA. 

It is clear that current implementation of FQPA is not fully considering the risk/ 
risk tradeoffs identified by Congress. I am currently conducting a study examining 
pubUc health risk/risk tradeoffs with my colleague Professor James K. Hammitt of 
the Harvard School of Public Health and Harvard Center for Risk Analysis. The 
American Farm Bureau Federation funds the work. 

We are analyzing the public health implications of a ban on the use of all 
organophosphate and carbamate (OP/Carbamate) pesticides on 14 crops. These com- 
pounds are the subject of intense regulatory scrutiny under FQPA and changes in 
the availability of some of them is highly likely. We recognize that a complete ban 
is an extreme scenario but it has the analytic virtue of dispensing with the infinite 
number of "next best" OP/Carbamate for specific combinations of crops and pests 
should only some number of uses be banned. In addition, this was a scenario that 
was mentioned early in the debate around implementation of the FQPA. Our analy- 
sis relies on data from Dr. Ronald Knutson and his colleagues at Texas A&M Uni- 
versity, and economic analyses by Dr. Robert Taylor and colleagues at Auburn Uni- 
versity. 

Our study has not yet been peer reviewed but there are several preliminary re- 
sults that I would like to share with you. First, it is difficult to estimate an]^ benefit 
to pubHc health that would be produced by a ban on OP/Carbamates. Tms is be- 
cause of questions about actual exposure to the compounds and the risks of that ex- 
posure. Second, countervailing risks will offset any positive effects of that a ban 
might have and may even make things worse. The pesticides likely to substitute for 
the OP/Carbamates appear to have similar acute toxicity for farmworkers and have 
their own toxicologic profiles for consumer exposure. We identify potential increases 
in natural pesticides, produced by plants to protect themselves, which might occur 
with an OP/Carbamate ban as an area of concern. Changes in diet due to changes 
in cost and availability of foods have both negative (e.g., dfecreased intake of the im- 
portant nutrient folate) and positive (e.g., decreased intake of fat) effects. Economic 
changes for consumers and farmers may have the largest effects, with significant 
predicted increases in mortality based on decreases in disposable income available 
tor health protective actions. 

Interestingly, I believe all of these countervailing risks are potentiallv covered by 
the "substantial disruption" provisions of the FQPA, but are not part of the current 
implementation of FQPA. 

In closing, mv concern with FQPA implementation arises from its narrow focus 
on pesticide risks while countervailing public health risks are ignored. This clearly 
occurs with both agricultural and nonagricultural uses of pesticides. To protect dudh- 
lic health, we must look broadly at the implications of any regulatory action. I nope 
in the future, we will see broad consideration of public health risk/risk tradeoffs in 
pesticide policy to ensure that we are getting the greatest net benefit for our ac- 
tions. 



Testimony of E. Allen James 

I am Allen James, executive director of RISE (Responsible Industry for a Sound 
Environment), the national not-for-profit trade association representing producers 
and suppliers of specialty pesticides for professional and consumer mancets. RISE 
is affiliated with the American Crop Protection Association, and has more than 150 
members who are manufacturers, formulators, and distributors of specialty pes- 
ticides, as well as other companies providing services to this industry or associations 
representing product users. 

Industry products are used for public health, general pest control, lawn care, golf 
courses and other turf areas, nurseries and greenhouses, forestry and for terrestrial 
and aquatic vegetation management. Most pesticide preducts sold by RISE members 
contain the same active ingr^ents as agricultural pesticides. 
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As this committee is well aware, the Food Quality Protection Act of 1996 dramati- 
cally changed the regulation of pesticides. An entirely new paradigm of food pes- 
ticide tolerance review requirements came into place, including the need to under- 
stand an individuals total potential exposure to a particular pesticide from a variety 
of exposure sources, inclucung food consumption, non-occupational use and drinking 
water, plus the potential exposiu^ from all other pesticides with the same mecha- 
nism or toxicity. A new food tolerance, or continuation of an existing tolerance, 
would be set such that total potential exposure to a particular pesticide, or to pes- 
ticides that act in the same manner, would not exceed a safe level, determined as 
the level which would result in "reasonable certainty of no harm." 

As you know, problems quickly developed in determining how the U.S. Environ- 
mental Protection Agency (EPA) would accomplish this review and what policies and 
standards would apply. There has recently been some progress in determining ap- 
propriate review guidelines, thanks, in part, to the oversight of this committee and 
to tne Tolerance Reassessment Advisory Committee (TRAC) process, but much more 
EPA guidance is needed. My testimony will focus on the need for better data and 
policy guidance regarding the iirban use of pesticides. 

The EPA has acknowledged that the database on pesticide usage and exposure 
in urban areas, especially in and around homes, is weak at best. In fact, the Agency 
has very little information about urban pesticide usa|fe patterns. One of the Bkely 
reasons for this data gap is that, before FQPA, potential exposure from a particular 
use was calculated independently of other uses. In urban areas, the potential expo- 
sure to a certain pesticide wovild normally be reasonably low, based on use patterns 
and product formulations. Limited urban use data were sufficient to make a finding 
of safety for a product and register it. Years of specialty pesticide usage in urban 
areas have confirmed the safety of these products. 

However, under FQPA, a verv precise understanding of the use of, and potential 
exposure to, all pesticides in urban areas is required, to assure that accurate aggre- 
gate and cumulative determinations about these products can be made for food-use 
pesticides that have urban uses. Failure to develop the necessary database, and the 
use of exaggerated assumptions, will result in inaccurate total risk calculations. 
Such erroneous or overstated calculations could have adverse implications for final 
food tolerance decisions by falsely overflowing the well known risk cup. 

Urban use pesticide suppliers are working very hard to develop data which will 
satisfy the need for accurate information under FQPA. The Outdoor Residential Ex- 
posure Task Force (ORETF) was established before passage of FQPA. ORETF has 
since been expanded to provide broader pesticide exposure and usage information, 
to provide accurate models which will measure the potential exposure from the use 
of pesticides on lawns and other turf areas, as well as in gardens. The ORETF was 
originally formed as a result of a data call-in issued by tne EPA to all registrants 
of pesticide products labeled for application to residential turfgrass. Subsequently, 
the Agencv sanctioned the ORETFs role in generating most of the generic outdoor 
residential data, and individual members of me ORETF are responsible for generat- 
ing certain date specific to their own pesticide formulations which are labeled for 
use on residential lawns and other similar turfgrass areas. 

Early information from this tesk force will be available this fall, but will continue 
to be aeveloped over the next few years. A similar tesk force has been developed 
for indoor pesticide usage and exposure under the auspices of the Chemical Special- 
ties Manufacturers Association. 

Together, these two tesk forces have the potential to greatly improve the under- 
stending of non-occupational pesticide exposure in urban areas. However, as one can 
imagine, the development of this date will teke considerable time, and requires 
many negotiating sessions with the EPA, to assure that the output will be accept- 
able and useful to the Agency in making decisions. 

As just noted, date development tekes time, and is quite costly. Thus, it is critical 
that the companies develop date that the Agency wante and needs to understend 
urban pesticide exposure, and that will help the Agency make reasonable scientific 
decisions based on this information. To date, the kind of guidance and poUcies need- 
ed for companies to move forward has not been forthcoming from the Agen^. In 
fact, in recognizing the lack of information, the Agency has proposed Stendard Oper- 
ating Procedures (SOPs) for estimating potential exposure. These SOPs have been 
widdy criticized ~ including by the EPA Scientific Advisory Panel (SAP)— for being 
80 conservative that they seriously overstete likely exposure. Examples are atteched 
[see "Framework for Assessing Non-occupational. Non-dietary (Residential) Expo- 
sure to Pesticides"]. The SOPs nave not yet been finalized, ana the Agency recently 
delayed a second review by the SAP, even though the Agency must soon make deci- 
sions on food-use pesticides that have urban, residential uses. These SOPs will be 
used as part of the exposure evaluation. It seems unreasonable that the Agency 
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would use these exaggerated SOPs, which, when taken in the aggregate they so 
greatly overstate risk. 

Wouldn't it be unfortunate if a food tolerance had to be reduced or removed due 
to lack of urban exposure data or use of overly conservative residential SOPs, which 
overstate potential exposure? Yet, this is likely to happen if the Agency does not 
seriously revise the SOPs to make them more realistic, identify data needed and call 
it in from companies, and await completion of the work of the industry task forces. 
As I understand, the Agency has given no indication that it intends to take any of 
these necessary actions to assure that it is making accurate exposure determina- 
tions. 

Use of these pesticides is important in urban areas, and these products have been 
used safely for years, with Uttle or no problems. RISE affiliated associations rep- 
resenting pesticide product users share our concerns as follows: 

Professional Lawn Care Association of America (PLCAA). 

PLCAA is an international association that promotes education, balanced legisla- 
tion and public awareness of the environmental and aesthetic benefits of turf and 
ornamentals. PLCAA represents more than 1,200 lawn and landscape companies, 
industry supplies, government agencies, grounds managers, educators and students 
in the U.S., Canada and other countries. 

More than 21 million U.S. households spent a record $16.8 billion on professional 
landscape/lawn/tree care services in 1998, according to a recently released Gallup 
svirvey. This represents a 2.2 billion increase on total spending over the previous 
year and a 32 percent increase in the average amount spent by each household on 
these professional services. 

While these numbers are impressive, they only tell part of the green industry 
story. Turf and ornamentals are essential to a clean environment, are aestheticaUy 
pleasing, increase curb appeal and property value, provide a safe, cushioned play 
surface for children, and instill a sense of community and pride in our surroundings. 
In order to achieve the above benefits, one has to fight off literaUy thousands of in- 
sect species, plant diseases and weeds. In an age when people want instant results, 
pesticide are one of the few resources available to take care of these pests effec- 
tively. The loss of any pesticide product in a planned pest control strategy would 
reduce the array of products available, to adequately manage pest problems and 
could cause more pesticide products to be used, resulting in increased total product 
use. 

TuRFGRASS Producers International (TPI). 

TPI is a 32-year-old, international, not-for-profit trade association. Its more than 
1,000 members in the U.S., Canada and 38 other countries produce an estimated 
80 percent of all cultivate turfgrass sod that is used on home lawns, golf courses, 
p£u*ks and sports fields, as well as near highways and other erosion-prone areas. 

The 1997 Census of Agriculture reports that there are 1,784 sod fiarms in the 
U.S., cultivating approximately 302,930 acres and generating sales of $800,694,000. 
Since the 1992 Census, these figures have risen by 10.5 percent, 38.9 percent and 
69.8 percent respectively. According to a recent Turfgrass Producers International 
survey, the typical sod farm in the U.S. is a 350 acre, fieunily owned and operated 
operation that realizes more than 95 percent of its gross income firom this single 
crop. 

Today's consumers (both residential and professional) insist that the turfgrass sod 
they purchase be fully mature and totally firee of weeds, insects and disease. Fur- 
ther, sod producers, and consumers alike, have all become more aware of the sci- 
entifically documented positive environmental and social advantages of properly pro- 
duced installed and maintained turfgrass. The multiple benefits of turfgrass can 
only be achieved through the judicious use of pesticides that are carefully selected 
according to the specific pest, applied at proper time and in accordance wi& product 
labels. As profit-oriented finns, sod producers carefully monitor their use of pes- 
ticides to maximize efficacy and minimize overhead costs. 

Widespread and well-grounded fears exist among all turfgrass sod producers and 
managers of turfed areas related to the potential Toss of time-proven, cost-effective 
pesticides as a possible result of the EPA^s current FQPA implementation methodol- 
ogy. Specifically, the turf producer concerns can be classified into four general areas: 

1. Absent a transparent and scientifically based product review process, turf farm- 
ers may experience the immediate and unexpected loss of materials that do not have 
an equal or better replacement. 
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2. Pesticide registrants may determine that a turf-farm label cannot be justified 
as a result of FQPA implementation because the ''minor use" will not justify the ad- 
ditional time and costs required to obtain a sod or turf-specific label. 

3. Because turfgrass sod production is an agricultural activity, all pesticide prod- 
ucts used on these farms must have Worker Protection Standards as part of the 
label. When WPS requirements are combined with FQPA concerns, products may 
be lost to pesticide applicators. 

4. Absent a complete or expanding spectrum of pesticides, turf producers and 
managers may have no alternatives other than using greater and greater amounts 
of the limited niunber of remaining products. This resvilt seems unintended under 
FQPA. 

American Nursery and Landscape Association (ANLA). 

ANLA is a 125-year-old association representing 2,700 growers, landscape firms, 
retail garden centers and the 16,000 additional family farm members of State and 
regional niursery and landscape associations nationwide. 

As with other agricultural crops, the growth and success of our industry depends 
on our ability to effectively manage insects, diseases and weeds. A pest infestation 
can quickly ruin a crop, with no recourse for the grower. If FQPA is implemented 
unfairly, ANLA members will lose effective and reuable pesticides that provide the 
ability to manage crops. Many pest control products ciurently being assessed by 
EPA are critical to Integrated Pest Manas^ement, environmentally fi-iendly programs 
that control insects, weeds and disease through effective application of mechanical, 
cultural, biological and chemical tools. 

Golf Course Superintendents Association of America (GCSAA). 

Access to safe, efficient pesticides is vital to the golf course management industry. 
Ongoing training and education by the 20,000 member GCSAA ensures that golf 
course superintendents use pesticides safely. 

Healthy golf course turfgrass provides many benefits to people and improves envi- 
ronmental quality for communities by providing green spaces. Golfers and others 
often do not realize the environmental benefits of well-maintained turfgrass. 

Turfgrass reduces loss of topsoil fi*om wind and water erosion; absorbs and filters 
rain and runoff water, recharging ground and surface water; captures and cleans 
runoff water from urban areas; improves the soil and restores damaged areas such 
as landfills and mining sites; improves air quality and moderates temperatiure; and 
reduces noise, glare and visual pollution. Golf course turfgrasses, trees, shrubs and 
water features create and enhance wildlife habitats, as well as enhance physical 
health while contributing to the communitys economy. 

The specialty pesticide industry is prepared to provide information to the EPA to 
support the continued use of its products and to help determine real overall expo- 
sure potential, but we need guidance and policy before decisions are made. On be- 
half of the industry, I urge this committee to continue to provide strong oversight 
on these issues. 

I also urge each of you to support HR 1592, the Regulatory Fairness and Open- 
ness Act of 1999, introduced by Mr. Pombo. HR 1592 now has more than 140 

cosponsors, including many other members of this committee. Of the measiires in- 
troduced to strengthen FQPA implementation, we believe this legislation most fully 
serves the public interest. Among other provisions, this legislation provides for the 
use of actual data and scientifically sound information when reviewing food toler- 
ances. This provision will help relieve the concern about the Agency's reliance on 
overly conservative assumptions about pesticide use and exposure, and will decrease 
the need for use of SOPs during the evaluation of residential pesticides. 

Ill close bv expressing my concern for how EPA plans to handle the '^benefits" of 
public health pesticides. I believe the reduction of health threat risks to humans 
(the benefit) must be factored into the overall risk consideration, as a reduction in 
product risk, when EPA is evaluating food pesticides that also have public health 
uses. Failure to allow for the reduction of human health threats as part of the risk 
determination would undermine this section of FQPA, which is witnin the FIFRA 
portion of the law, and under oversight jurisdiction of this committee. I urge you 
to follow closely the Agency's policy development in this important area. I am in- 
cluding three documents as attachments to this testimony, which describe the value 
of pubuc health pesticides: 

l."FQPA and PubUc Health"; *The Problem with Pests," Dr. Michael F. Potter, 
University of Kentucky; **FQPA: A Public Health Perspective," Dr. Darrell Siunner, 
Wake Forest University 
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Thank you for allowing me the opportunity to express the concerns of this indus- 
try regarding FQPA implementation. 



Testimony of Richard Rominger 

Good morning Mr. Chairman and members of the subcommittee. I am pleased to 
appear before you today to discuss the U.S. Department of Agriculture's role in the 
implementation of the Food Quality Protection Act. 

The U.S. Department of Agriculture has been engaged on a niunber of fironts re- 
lating to chemicals important to public health since the inception of the Food Qual- 
ity Protection Act. FQPA requires the US Environmental Protection Agency to take 
into account aggregate exposure which could be characterized as the consideration 
of all non-occupational sources of exposure to pesticide residues in addition to those 
in food and water. FQPA also emphasizes consideration of childrens' spedal sen- 
sitivity and their exposure to pesticides. USDA has an active role working with EPA 
to assess the risk of both agricultural and public health uses of pesticides. The law 
also mandates that USDA work with EPA to develop alternative pest management 
strategies to pesticides which may be lost in the reregistration process. As you 
know, the FQPA Act requires USDA to conduct research/education to support the 
adoption of Integrated Pest Management (IPM). I will now update you on a number 
of these activities. 

USDA's Role in the Reregistration of Public Health Pesticides 

Of key public health concern for humans and livestock are mosquitoes and other 
biting insects. Thus far in the reregistration process, three organ^hosphates have 
been reviewed by USDA Office of Pest Management Policy and USDA's land grant 
partners which have implications on mosquito control. They are tem^hos, fentnion, 
and naled. The Department has commented on two other organophosphates for im- 
pact on fire ant control. 

As a result of Tolerance Reassessment Advisorv Committee discussions on the re- 
registration process, USDA and EPA have developed an intergovernmental review 
process to ensiire that the revised organophosphate risk assessments are based on 
the best information available. Under this process, USDA reviews all pesticide risk 
assessments and, when necessanr, work with EPA to develop risk mitigation and 
crop transition strategies. For all pesticides, in regards to non-agricultural uses of 
pesticides, USDA is required by FQPA to develop, with EPA and HHS, a list of 
major public health pests. This draft list will be sent out for public comment in the 
form of a Pesticide Registration Notice and is in the final stages of completion. 

USDA receives a briefing of the overview of the revised ri^ assessment firom EPA 
following their incorporation of public comments in phase 3. In this phase 4 review, 
USDA performs a headquarters review to provide any immediate feedback to EPA 
on use/usage data, the assumptions used, and on possible strategies and options for 
managing risk. Some reviews are more complex when food uses as well as mosquito 
and other public uses are registered. USDA also sends out the revised risk assess- 
ments to a number of land grant institutions and our own USDA Agricultural Re- 
search Service research facilities to take advantage of their expertise concerning 
critical public health uses of pesticides.. 

In regards to public health uses, USDA and EPA agree on a 15 day, 30 day or 
45 day review time period for each chemical. USDA can call on EPA for clarifying 
briefings at any time during this process. By the end of the review period or shortly 
thereafter, USDA transits its comments to EPA. We both then work together to in- 
corporate the comments into the assessment documents. The three mosquitocides I 
have previously mentioned are not yet at this stage. 

Within a week following the incorporation of these additional comments, EPA an- 
nounces the date of the Technical Briefing for sharing the risk findings to the pub- 
lic. The announcement will be made at least two weeks before the meeting to pro- 
vide adequate advanced notice to stakeholders. At the briefing, if necessary, USDA 
will provide recommendations on possible risk management strategies and options. 
Stakeholders will have opportunity at the Technical Briefing to ask clarifying ^es- 
tions. The Technical Briefings for the first three mosquitocides are tentatively 
scheduled for September. 

Concurrent with the technical briefing, revised risk assessments, which reflect 
comments incorporated firom the intergovernmental review, are placed into the pub- 
lic docket. The public is |;iven 60 days to comment on the revised risk assessment 
and any propos^ mitigation measures. 
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During the reregistration process, when pesticides with public health importance 
are limited or canceled, EPA consults with the Department of Health and Human 
Services or USDA regarding the chemical's significance to that particular control 
program. For example, USDA's Animal and Plant Health Ii^ection Service 
(APHIS) maintains a list of pesticides needed for fire ant control. This year, USDA 
has provided feedback to EPA regarding two organophosphates used for nre ant con- 
trol. We responded to EPA's consultation request and afiirmed that the loss of the 
two organopnosphates would have no impact on Animal and Plant Health Inspection 
Service operations for this important public health program. 

Examples of Research into Alternative Pesticides 

USDA ARS has a number of activities addressing pesticide alternatives and re- 
duced pesticide usage for public health uses. In addition to IPM and precision tar- 
geting research to reduce pesticide usage in schools, homes, commercial buildings 
and other public places, USDA has conducted field releases of biological control 
agents for nre ants, mosauitoes and control of Lyme Disease. USDA AkS scientists 
worked cooperatively witn a private entity to develop nontoxic strategies for elimi- 
nating cockroaches and their allergens by developing a vacuum device. USDA sci- 
entists have also developed a cockroach antigen detection system to enable pinpoint- 
ing of contaminated, cockroach infested areas. Research with the University of 
South Florida is ongoing for the detection of cockroach antigens in flour. 

USDA ARS has oeveioped for the Department of Defense a reduced risk and spa- 
tially-based S3rstem that permits the rapid-determination of risk of transmission and 
a method to control the mosquito vector that does not rely on insecticides. Spatial 
risk assessment procedures were developed so that any pesticide application is 
avoided when risk of disease is zero or low. However, when risks are unacceptably 
high, this process identifies areas to target for mosquito source reduction (no pes- 
ticides), and the degree of suppression required to prevent or eliminate trans- 
mission. USDA is working with the Centers for Disease Control (CDC) to evaluate 
this IPM system in Puerto Rico where dengue is endemic. 

Finally, in collaboration with the Air Force, USDA ARS is developing a sofi^ware 
package to evaluate the threat of tick bites and transmission and chemical and non- 
chemical control options such as management of tick habitat or their hosts. 

The U.S. Department of Agriculture will continue to pursue research into alter- 
native pesticides, reduced risk approaches, and the reregistration of current pes- 
ticides to carry out the implementation of the Food Quality Protection Act. We foc^ 
forward to continuing to work closely in partnership with our sister government 
agencies. 

Thank you very much Mr. Chairman. I will be happy to answer any questions at 
this time. 



Statement of Peter Robertson/James V. Aidala 

(jood morning Mr. Chairman and members of the subcommittee. I am pleased to 
appear before you today to continue our discussion of the Environmental Protection 
^enc/s (EPA) implementation of the Food Quality Protection Act (FQPA). In my 
testimony presented several weeks ago, I provided you and your subcommittee with 
a brief summary of the Agency's latest pn^^ss in implementing this new law. 

This hearing shifis the focus of the aiscussion firom agricultural pesticide uses to 
non-agricultural pesticide uses. Non-agricultural pesticides include a wide array of 
product types that play an important role in today's society. Non-agricultural pes- 
ticides include public health pesticides that serve a significant role in protecting the 
public's health from disease vectors, such as mosquitoes that transmit malaria and 
encephalitis, ticks that cause Rocky Mountain Spotted Fever and Lyme Disease, 
cockroaches and rats. Non-agricultural pesticides also include antimicrobial pes- 
ticides such as sterilants used in hospitals and disinfectants used in restaurants. 
The last msgor group of non-agricultural pesticides includes residential uses. Mil- 
lions of people rely on these pesticides for everything from bathroom sanitizera to 
lawn care. Although the focus of FQPA is primarily on the dietary concerns fi^m 
pesticide-traated food, non-agricultural pesticide uses contribute to our overall expo- 
sure to pesticides. Exposure from non-agricultural pesticide products can be signifi- 
cant. 

FQPA's requirement that EPA consider the aggregate risks of all non-occupational 
exposures to a pesticide when reviewing tolerances — ^including firom agricultural and 
non-agricultural uses— has placed greater emphasis on evaluating en>osura firom 
non-agricultural uses. This provision has greatiy accelerated the deveu^ment and 
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use of new data and assessment methodologies for residential and other non-dietarv 
exposures to more routinely incorporate consideration of these exposures in our risk 
assessments. 

EPA*S Approach to Public Health Pesticides 

Public health pesticides are defined in FQPA as ''any minor use pesticide product 
registered for use and used predominant!]^ in public health programs for vector con- 
trol or for other recognized nealth protection uses, including the prevention or miti- 
gation of viruses, bacteria or other microorganisms (other tnan vuiises, bacteria, or 
other microorganisms on or in living man or other living animal) that pose a thi^eat 
to public health." Because a pesticide can only qualify as a public health pesticide 
if it is a minor use pesticide, public health pesticides are afforded priority review 
and the other special considerations given to all minor use pesticides. 

EPA is in the final stages of developing a Pesticide Registration notice (PR) out- 
lining its policy with respect to public health pesticides. In addition to formalizing 
the hst of pubuc health pests required in FQPA, the PR notice will provide criteria 
for determining whether a pestiade use fits the statutory definition. One important 
criterion is that the pesticide is used in an organized vector control program. A pub- 
lic health pesticide is not simply a pesticide used against pests tnat have public 
health consequences; rather, a pesticide can only qualify as a public health pesticide 
if it is used predominantiy in recognized public health programs for vector control 
or other public health purposes. For example, under tnis definition, an over-the- 
counter mosquito repellent would not be classified by the Agency as a ''public healtii 
pesticide** even though it is used against a public health pest. 

For any food use pesticide which also has public health uses, FQPA requires EPA 
to factor exposure trom the public health use into our aggregate exposure assess- 
ments. There is concern by some public health professionals that this provision may 
lead to limits on some public health pesticide uses because r^istrants may choose 
to support more profitable food uses at the expense of public health uses. 

When evaluating tolerances, consideration of the benefits of public health uses are 
limited to special circumstances, subject to the same restrictions in FQPA as all 
other pesticide uses. The important benefits of public health pesticides, however, 
would he considered by the Agency in determining how best to mitigate any unac- 
ceptable risks in order to bring aggregate exposures within safe levels. For example, 
if the aggregate risk of a pesticide were foimd to be unacceptable, EPA wocdd con- 
sider the benefits associated with all the uses, and the availabilitv of alternatives, 
when determining how to bring the risk down to an acceptable level. 

EPA is sharing with DHHS all risk assessments for pesticides with public health 
uses at a stage well before any regulatoiy decisions may be made. Similar to our 
experience sharing preliminarv risk assessments for food use pesticides with USDA, 
it is our hope that these early consultations will help us to significantiy improve 
risk assessments for public health pesticide uses. To dlate, risk assessments for five 
public health OP insecticides have been shared with DHHS for comment. FQPA re- 
quires that EPA consult with DHHS and the Department of A^culture (USDA) if 
the Agency were to conclude during this process that a non-fooid public health use 
may need to be limited or eliminated. Rather than relying solely on this require- 
ment to ensure that public health uses are given appropriate consideration, EPA 
will continue to work with DHHS to improve nsk assessments. 

FQPA also included several other specific provisions tiiat require EPA^ DHHS, 
and USDA to work together when taking pubhc health pesticides into consideration 
as we implement the law. EPA has selected a Public Health Coordinator to lead an 
internal Public Health Workgroup and to facilitate interagency communication and 
coordination. In particular, our Public Health Coordinator and internal workgroup 
have been working with the Office of Public Health and Science, the Center for Food 
Safety and Appli^ Nutrition, and the Centers for Disease Control to address the 
issues surrounding public health pesticides and how this group of products mav be 
impacted bv FQPA mandates. EPA and DHHS are in the beginning phases of de- 
signing a data development program for public health pestiades. We are wfMrldng 
to put in place a Memorandum of Understanding to formalize this interagency co- 
operation to attain our common goals and are committed to maintaining a dose, co- 
operative approach. 

EPA'S Approach to Estimating Residential Exposure 

Background. The Agency uses term '^sidential exposure" to cover a broad array 
of use scenarios. These mav include use in the home and garden; use in schools, 
parks, playgrounds, and public buildings; use in swimming pools; use on pets; and 
many other non-dietary, non-occupationid exposures. 
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Because tolerance determinations did not explicitly include a detailed assessment 
of residential exposures prior to enactment of FQPA, EPA's databases and exposiure 
assessment metnodologies in this area are less robust than for dietary exposures. 
We have, however^ been working for a number of years to improve our understand- 
ing of these issues, and the exphcit FQPA mandate to consider aggregate exposures 
is resulting in rapid development of more sophisticated, refined approaches to resi- 
dential exposure assessments by EPA, the pesticide industry, and t:ommercial users 
of residential pesticides. 

We have used a number of tools — including data call-in, voluntary cooperation 
with industry groups, and EPA supported research efforts — to improve our data and 
risk assessment methodologies. The Agency has developed and published for public 
eomment new Standard Operating Procedures for estimating e3q>osure to pesticides 
resulting from residential use. We issued a data call-in requesting^residential expo- 
sure data from the Outdoor Residential Exposure Task Force. EPA's Office of Re- 
search and Dev^pment (ORD) has conducted and otherwise supported new re- 
search on residential exposure, particularly focusing on children's exposures. And 
we are employing new methodologies to assess activity patterns that can result in 
residenlial pestiade e3q>osures. 

All these activities are helping to greatly improve our assessments of residential 
and other non-dietary exposures, allowing the ^ency to more rigorously account for 
these exposures as required in FQPA. 

Standard Operating Procedures. As many of you are already aware, assessing the 
risks due to non^dietary, nrai-occi^ational exposure to pesticides was identified as 
one of the nine key science policy issues. by the Tolerance Reassessment Advisory 
Committee. In response, EPA published for comment Standard Operating Proce- 
dures (SOPs) for estimating pesticide exposiure for over 40 activity scenarios in resi- 
dential and similar setting. EPA brought these draft exposure models before the 
FIFRA Scientific Advisory Panel in 1997 and plans to present its latest work to the 
Panel this coming September. Our latest work will present new analysis of recent 
studies relating to key post application variables including percent dislodgeability 
of pesticides from turf, indoor surfaces and pets; dermal exposiu^ methods; methodis 
for estimating non-dietary ingestion; pesticide drift and contaminated house dust. 

EPA is currentiy using these *l^sidential SOPs** to produce screening level as- 
sessments of residential pesticide exposure, using information derived from the pes- 
ticide labeling and other generally available data. Thus, SOPs are equally applicable 
to new products and products that are already in the mcurketplace. The SOPs rep- 
resent conservative or screening level estimates of jexposure and are used to identify 
these instances where there may be a potenticd f<»: concern. If the <screemne assess- 
ments indicate that the risks from residential exposures is within acceptable limits, 
no further analysis is required. In the event, however, that the SOPs estimate po- 
tential exposures of concern, the Agency may seek additional information, deter- 
mined on a case-by-case basis, to produce a more realistic estimate. 

Exposure Methodology. In estimating residential exposures for a given use sce- 
nario, consideration of two general factors is necessary: the amount of pesticide resi- 
dues present that a person could come in contact with, and the behavior or '^activity 
patterns'* that could result in exposure. 

To determine the amount of pesticide residues that may be available, EPA uses 
data on ''dislodgeable residues'^ (the portion of the applied pesticide that can be 
physically removed during an activity) developed by pesticide registrants. This data, 
however, may not be available for all pesticides used in and around the home. In 
some cases, EPA may use assumptions, based on existing data, to estimate higher 
end exposures. For example, the Agency assumes that 20 percent of the applied pes- 
ticide can be removed from a treated lawn, and 50 percent of a pesticide can be re- 
moved from an indoor surface. 

To reduce the need for such estimates, EPA issued a data call-in requesting resi- 
dential exposure data from all registrants of lawn use chemicals. The Outdoor Resi- 
dential Exposure Task Force, a consortium of companies which produce such pes- 
ticides, was formed to satisfy the data call-in. The 117 pesticides subject to this data 
call-in were divided into two groups based on their toxicity or usage. Data on chemi- 
cals in group I (chemicals of greater concern) are due by October 30, 1999. Data on 
Gpx>up II (chemicals of less concern) are due by October 29, 2000. EPA will use these 
data to refine both pathway specific and aggregate exposure assessments for these 
pesticides. 

In characteriang activity patterns, the Agency can use data from certain agricul- 
tural use settings to estimate exposures frcon similar residential activities. For ex- 
ample, woriung in a home garden or lawn is similar to related agricultural activi- 
ties. Data derived from fieldworker studies, then, can be extrapolated to help esti- 
mate exposure from these related residential activities. 
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The Agency us^s other methods for estimating post-application exposures from 
other residential activity patterns. For example, EPA is using a method developed 
by the California Department of Pesticide Regulation that uses the Jazzercise rou- 
tine to predict exposures from certain residential activity patterns. Also, over the 
past few years, EFA has compiled a large database containing data on human ac- 
tivities in and around the home. This snould prove useful in estimating pesticide 
exposures with increased confidence. 

Research. Because of FQPA's focus on the safety of infants and children, EPA is 
most concerned about children's exposures to pesticides in their homes, schools, day- 
care settings, and outdoor play areas. In addition to developing SOPs for estimating 
infants' and children's exposures to pesticides in these settings, EPA is conducting 
or otherwise supporting research to measure transfer of pesticide residues from resi- 
dential surfaces to a child's body. Research in this area focuses on improving our 
understanding of exposures that infants and children receive in residential "micro- 
environments." Research objectives include (1) developing and demonstrating meas- 
urement methods and protocols for dislodffeable contaminant residues from lawns 
and indoor surfaces; (z) developing and aemonstrating measurement methods to 
characterize residential dermal exposure and dermal-oral ingestion of contaminants, 
and (3) developing multipathway em)osure-dose models to represent these expo- 
sures. Exposure measurement research is focusing on characterizing long-term expo- 
sures, biological markers of exposure, and associated activity patterns for two hun- 
dred fifty young children in both daycare and home settings. Another study is fo- 
cused on residential pesticides exposures of children between the ages of three and 
twelve in Minnesota. EPA's ORD is also supporting research on transfer of residues 
from pets treated with pesticides. In addition, ORD's National Human Exposure As- 
sessment Survey program (NHEXAS) is gathering valuable information on the dis- 
tribution of human exposures to multiple chemicals via multiple pathways. In addi- 
tion to ORD's exposure research activities, EPA can often adapt data from other 
sources in its residential exposure assessments. The Agency is examining use of ex- 
posure data from turf uses, spray drift studies and farm worker children studies. 
While not direct residential uses, analysis of these exposure scenarios may provide 
some important clues to assessing exposure in the resiaential environment. 

FQPA has also challenged the research community. Behavioral studies and envi- 
ronmental exposure are newly emerging sciences within academia. Industry is also 
taking an active role. EPA is working closely with companies, users, and university 
researchers to design and implement appropriate and cost effective methods for 
gathering data for evaluating residential pesticides exposure. Not surprisingly, the 
pesticide chemical industry is committing substantial resources to this issue. Infor- 
mation acquired from research or from studies submitted in support of registration 
will help significantly improve the understanding of which exposure scenarios are 
of most concern. 

Making Regulatory Decisions. The use of available, scientifically sound data is es- 
sential for making any regulatory decision, including those that involve residential 
uses. Reliable data from all available sovuxes (including modeling, direct measure- 
ment, and peer-reviewed literature studies) are used in an assessment. Where addi- 
tional data may be useful in refining risk assessments, EPA will address on a case- 
by-case basis whether such data are reasonably required to support continuation of 
a tolerance. 

Where a risk assessment indicates a potential concern, the Agency is conducting 
sensitivity analyses — revisiting critical assumptions and data to determine what im- 
pact they may have on the risk determination. If these analyses suggest that key 
assumptions appear to lead to significant overestimates of risk, EPA may defer a 
decision until appropriate data are developed to refine the risk estimate. Conversely, 
if the sensitivity analysis suggests that assumptions are not critical to the assess^ 
ment, EPA would be reasonably confident that even with the more refined data, 
mitigation measures may still be needed. Because of the Agency's responsibility to 
take prompt action to mitigate risk, EPA believes it would be inappropriate to delay 
decisions where available data are sufficient to reach a decision. 

Residential Exposure to the OPsBecause FQPA mandates priority reassessment 
of those pesticides that appear to pose the greatest risk, EPA has been focusing on 
evaluating exposures to and completing risk assessments of the organophosphate 
(OP) pesticides. Currently there are 17 OP pesticides with major residential uses. 

We are fortunate that all 17 OPs with a potential for residential exposure have 
some level of actual data on which to base our assessments. For residential applica- 
tor exposure scenarios to the OPs (i.e., the homeowner who is appl3dng the pes- 
ticide), the Agency is reassessing previous (i.e., pre-FQPA) conclusions with respect 
to use directions and the t3rpe of equipment used. For example, a homeowner, wnen 
applying an organophosphate insecticide may use a lawn spreader, hand held shak- 
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er can, or a sprayer attached to a garden hose. E^ch of these three methods of appli- 
cation results in different exposures. 

In addition to the reassessments underway, EPA has also given priority to reg- 
istering new, safer alternatives to existing pesticide uses th^t may pose greater 
risks. A good example of tins is the recent registration of a new active ingredient 
for insect control. On June 30, EPA ;granted a registration for N- 
Methylneodecanamide (MNDA). MNDA will be used in the formulation of multi-pur- 

Sose cleaner/insect repellent products to repel cockroaches and ants on household 
oors, walls, bathrooms, and other non-food contact surfaces. By placing a high pri- 
ority on the registrations of these types of chemicals, we hope to stimulate develop- 
ment and registration of viable OP alternatives. 

Antimicrobial Pesticides. As I stated earlier in my testimony, non-agricultural 
uses also include some very important antimicrobial uses. FQPA fundamentally 
changed the way and rate at wmch EPA registers antimicrobials. FQPA reformed 
the antimicrobial registration process, with the goal of achieving significantly short- 
er EPA review times. It was in response to this mandate that EPA established the 
Antimicrobial Division (AD) within the Office of Pesticide Programs. In the past 3 
years, AD has achieved a 98 percent reduction of backlog actions and has met all 
registration deadlines for submissions filed since November of 1996. In addition, the 
Antimicrobial Regulation Technical Corrections Act of 1998 (ARTCA; P.L. 105-324) 
established EPA's jurisdiction over sanitizers used on semi-permanent and perma- 
nent food contact surfaces. 

It is without question that non-agricultural pesticides play an important role — 
whether it be to control dandelions in the front yard, fleas on the dog, or disease 
vectors. However, along with these benefits comes exposures to these pesticides. 
These exposure pathways can be significant in some cases. Household pesticide uses 
(including lawn and garden) account for 17 percent of all pesticides sold in the 
United States. Non-agricultural professional sales, which include institutional uses 
(schools), and commercial uses (public buildings, golf coiu^es), accoimt for 13 per- 
cent ($1.4 billion) of total U.S. sales. And a 1995 study conducted by the Centers 
for Disease Control and Prevention found a metabolite of a common household in- 
secticide in the urine of 82 percent of the people monitored. As these nimibers illus- 
trate, food is by no means the only route of e3q)osure. 

The provisions in FQPA ensiu*e protections not only from pesticides in our food, 
but also from pesticides in the air we breathe and the things we touch. And FQPA 
placed greater emphasis on non-agricultural pesticides. We are gathering new data 
and developing new methodologies in collaboration with pesticide users and produc- 
ers and with our other government partners. By working in partnerships, we can 
meet the FQPA challenges and realize the better protections we all desire for our 
families and our children. 

Thank you very much Mr. Chairman. I will be happy to answer any questions at 
this time. 



Statement of Jerome Goddard 

Current Status of Vector-borne Diseases 

Infectious diseases are making a strong comeback after a lull in the years imme- 
diately following World War II. The ability of microbes to adapt to host immune re- 
sponses and intense pressure from antibiotic use, combined with societal changes, 
have contributed to a resurgence of many infectious diseases. In addition, there are 
now several "new** diseases, including Legionnaires' disease, Lyme Disease, 
ehrlichiosis, toxic shock syndrome, and Ebola hemorrhagic fever. In just the last 2 
or 3 years we have seen the appearance of a virulent strain of avian influenza that 
attacks humans, a human variant of "mad cow"' disease, and new drug-resistant 
forms of Staphlococcus aureus. These new or emerging infectious diseases have 
raised considerable concern about the possibility of widespread and possibly dev- 
astating disease epidemics. 

Many of these emerging or reemerging infectious diseases are vector-borne. Since 
1975, dengue fever has surfaced in signincant outbreaks in more than 100 countries. 
The more insidious form of the disease, dengue hemorrhagic fever (DHF) and den- 
gue shock syndrome (DSS) with internal bleeding and shock mainly affect children 
under age 15, and about 5 percent of the cases result in death. In the 1970's only 
nine coimtries had experienced DHF outbreaks; to date 44 coimtries have had DHF 
cases or epidemics. The malaria situation is worsening as well. There are now an 
estimated 300 to 500 million cases of malaria each year with 1 to 2 million deaths 
(mostly children). Several factors are responsible for the resurgence of malaria: (1) 
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insecticide resistance in the vector mosquitoes, (2) drug resistance in the malaria 
parasite, (3) inadequate funding for malaria control, (4) civil strife with accompany- 
ing refugee problems, and (5) increased travel by non-immune expatriates. For ex- 
ample, 2 to 3 million new cases of malaria have been reported each year recently 
in Afghanistan as a result of disruption of control, civil disturbance, and migration. 
Plague is also reemerging. In the U.S. there has been an increasing number of 
States reporting cases and an eastward movement in human case occurrence toward 
the 100th meridian. The incidence of cutaneous leishmaniasis is increasing in Cen- 
tral and South America because of road building, mining, oil exploration, deforest- 
ation, and establishment of communities adjacent to primary forest. Lyme Disease, 
almost unheard of in 1979, is now the niunber one tick-borne disease in the U.S. 
with approximately 12,000 cases reported each year. Other tick-borne diseases such 
as babesiosis and ehrlichiosis are also emerging. Several new Babesia species infect- 
ing humans have been found. Likewise, there are at least two Ehrlichia species in 
the U.S. that produce spotted-fever like illnesses. Others will likely be foimd. 

It could be argued tnat at least some of the increase in vector-borne disease is 
due to increased recognition and reporting. Specific disease recognition is certainly 
made easier by novel technologies such as PCR. However, societal changes such as 
population increases, ecological and environmental changes, and especially sub- 
urbanization (building homes in tracts of forested lands) are contributmg to an in- 
crease in incidence of many of these vector-borne diseases. 

Cause for Future Concern 

It appears that humans are in a precarious situation. The entire ecosystem — ^in- 
cluding plant and animal life on earth — ^is being affected by humanity. Humans once 
lived in far-removed, relatively isolated groups. Now we are all essentially one large 
community. Further, things such as population increases, building cities in/near jun- 
gles, and widespread and frequent air travel are providing the opportunity for a 
great plague. A person hiking in the Amazon jungles today might be in New York 
City tomorrow and bring back with him some exotic disease. Should one or more 
new "emerging" vector-borne diseases begin to spread, control of the epidemic would 
be difficult. If the disease agent is a virus, conventional antibiotics are of little help 
in treatment. The only way to stop a viral vector-borne illness is to kill the vectors 
to a low enough level to interrupt virus transmission. If the vector is a flying insect, 
control of an epidemic is even harder. Compounding all of this, many insect species 
are resistant to many of the insecticides used to control them. 

The Need for Pesticides 

Appendix I is an excellent description of how societal and ecologic changes in the 
future necessitate pesticide use. Pesticides are indeed poisons. After all, they are de- 
signed to kill things. But the EPA registration process, requiring many years of 
product testing and review, helps ensure that EPA-registered products are safe 
when used according to their label directions. Millions of dollars are invested in test- 
ing pesticide products — ^before they ever reach the consumer — for their relative safe- 
ty to humans and the environment. Prospective pesticides are tested for harmful ef- 
fects to adults, children, the unborn, as well as the environment. Some people claim 
that pesticides are ruining the environment and causing widespread disease (such 
as cancer) in the human population. But where is the evidence? Wildlife is reboimd- 
ing after vears of decline. There are more deer and wild turkeys in the U.S. now 
than at the turn of the century. Raptors are back. People are living longer and 
longer. We must be doing sometning right. 

In my opinion, pesticides are extremely important to human survival. They are 
essentiallv "environmental medicines" to correct insect imbalances. Not only are 
they needed for crop protection, but as public health tools. We need a wide array 
of pesticides to comoat any vector-borne diseases that may arise, or any re-emer- 
gence of existing diseases (such as malaria, dengue, etc.). Certainly, inte^ated pest 
management and other strategies to reduce pesticide use are in order, but in many 
cases insect populations explc^e and are unmanageable bv non-chemical methods. 
We must have pesticides readily available for use. Not only do we need pesticides, 
we need a wide variety of them with various labeled uses. Even the "oldear" ^nera- 
tion pesticides — such as organophosphates (OPs) — are needed. Pesticide resistance 
is developing to many of me newer synthetic pyrethroid compounds; keeping the 
OPs gives pest controllers, farmers, and vector control personnel another option in 
managing/preventing insecticide resistance. Furthermore, r^istrations for many 
pesticide uses are considerod "minor^ by the EPA and chemical companies, and 
thus, not much attention is paid to them. In fact, many of these minor uses are 
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being dropped totally. This concerns me. We need all legitimate pesticide registra- 
tions to remain in effect as part of our repetoire of weapons against insect pests. 

Appendix I 

Excerpted finom Knipling, EF, The Basic Principles of Insect Population Suppres- 
sion ana Management, USDA Agriculture Handbook No. 512, 1979. 

The increasing numbers of i>eople (in the future) will need more food and other 
agricultural products. People will also expect maximum freedom finom insect annoy- 
ance, or from threats to their health that certain kinds of insects cause. Thus, soci- 
ety will demand even more rigid insect-control practices in the future than it does 
today. 

We must also remember that effective control of insects will probably become in- 
creasingly difficult in the years ahead. More land will have to go into cultivation 
or be used for livestock production. More space will be required for homes, indus- 
trial complexes, highways, and other needs. This further disruption of the environ- 
ment from a physioEd standpoint will mean greater disturbance to the ecology of the 
environment than already exists. This, in turn, will make managing certain major 
pests increasingly difficult because we will have less help from the natural biotic 
agents, which even in a natural balance often fall short or the degree of control we 
desire but which are nevertheless, essential for successful control and management 
of most insect pests. 

In addition to the increasing disruption of man's environment because of physical 
changes, the continuing movement, accidental or otherwise, of thousands or plants, 
insects, and other biological organisms from one area to another has perhaps cre- 
ated biological imbalances comparable to physical changes in their impact on the 
ecology of our agricultural environment 

The many advantages of insecticidal chemicals and the untold benefits that have 
and will continue to accrue from tiieir use must not be disregarded in these days 
of growing public concern and severe criticism directed against those who use or ad- 
vocate the use of insecticidal chemicals of the type now available. 



Testimony of Ralph Engel 

Thank you Mr. Chairman and members of the subcommittee and good afternoon. 
My name is Ralph Engel. I am president of the Chemical Specialties Manufacturers 
Association. 

CSMA has a membership of some 400 companies who manufacture, formulate, 
distribute and sell many types of consumer, inaustrial and institutional products in- 
dudii^ non-agricultural pesticides. 

A significant number of oiu* members' preducts have pesticidal claims and are, 
therefore, subject to EPA jurisdiction pursuant to the requirements of the Federal 
Insecticide, Fungicide, and Rodenticide Actr— FIFRA. 

In 1996, Congress passed the Food Quality Protection Act (FQPA), which amend- 
ed FIFRA. Among FQPA provisions were reforms to the antimicrobial registration 
process, includinc^ the establishment of performance goals for registration of anti- 
microbiied pesticides which established registration timelines. It also established a 
statutory definition for these products. Mr. Chairman, I am pleased to state that 
the agency has made significant improvements in the overall registration of these 
products. 

Unfortunately, other sections of FQPA create uncertainty in the system of reg- 
istering pesticides for non-agricultural pesticides. Our industry is concerned that 
EPA appears to be bent on implementation of the FQPA based on an arbitrary dead- 
line that may lead to decisions based on faulty risk assumptions rather than on 
sound data. Additionally, industry is concerned with the lack of soimd science, in 
that risk management decisions are being made while many of the FQPA science 
policies are not finalized and remain in diraft form and/or have not been issued for 
public review and comment This may result in the loss of products that are impcnr- 
tant to consumers and institutions and lead to potentially significant public heidth 
conseauences. If the provisions of FQPA are not properly implemented, many prod- 
ucts tnat benefit ana protect consumers will be lost To avoid this, we must nave 
regulations based on sound science and reliable data based on real Ufe assumptions 
and risks. 

I appreciate the opportunity to testify before the subcommittee today. My testi- 
mony focuses on four areas: 

First an overview of the benefits of non-agricultural pesticides and of public ac- 
ceptance of these products; 
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Second, the implementation of the Food Quality Protection Act and the potential 
loss of some of these valuable residential pesticide products that it may cause; 

Third, I will report on the industr/s progress in generating real wold data and 
the need for souna science and reliable information; and 

Finally, I will discuss the implementation of the antimicrobial reform provisions 
ofFQPA. 

Benefits of non-agricultural/consimier protection health benefit products 

CSMA defines the general-use, residential or non-agricultural pesticide products 
we represent as Consumer Protection and Health Benefit Products. This oefinition 
incluaes, among other things, any disinfectant, sanitizer, germicide, insecticide, re- 
pellent, rodenticide and any pesticide labeled for use on pets as well as any pesticide 
labeled for use in areas "in or around household premises." 

Unfortunately, the term "pesticide" has a visceral negative connotation for the 
public. Moreover, the term "pesticide" focuses only on the fiinction of tiie products, 
completelv ignoring the many benefits derived firom the use of ^ese products. 

Life today, would be quite different without the use of pesticides—disease would 
run rampant, food would be scarce and certain areas of this country would be un- 
inhabitable due to pests such as mosquitoes, ticks and rodents. 

There are significant threats to consiuner health that can be achieved by the use 
of Consiuner Protection and Health Benefit Products. For example: 

Disinfectant products are used by millions of people every day to keep kitchens 
and bathrooms clean and help prevent the spread or germs. These products are vi- 
tally important to protect health in muring homes, nospitals, hospices and other 
health care facilities. (See attachment A) 

Proper use of disinfectants and sanitizers in dairy farms and food preparation 
areas can help aid food safety and sanitation efibrts by protecting against Sal- 
monella, E.coli, and other bacterial contamination. 

Disinfectant products can be used to eliminate mold that can also cause severe 
health problems for children, adults, the elderly and those with compromised im- 
mune systems. Mold has also been found to be a major contributor to poor indoor 
air quality and associated physical illness. 

Pet products are vital to keeping both families and pets healthy and comfortable 
by protecting them from disease-carrying fleas and ticks. (See attachment B) 

Insect repellents are critical to protecting the public against tick-borne diseases 
that have become a rapidly emerging public health threat. For example, the annual 
reported number of Lyme Disease cases increased 25-fold between 1982 and 1997, 
vath a cumulative total of more than 103,000 cases reported in that period. Recent 
reports suggest that the threat of Lyme Disease this summer may be greater than 
ever. Moreover, several new tick-borne diseases that can potentially cause death 
have recentiy been identified. (See attachment C) 

Additionally, insect repellents are essential to public protection fi-om mosquitoes. 
Mosquitoes can transmit serious, potentially fatal diseases such as encephalitis, 
dengue fever and malaria, all of which occur in the US. Various parasitic diseases 
once considered exotic in the U.S. including mosauito-bome diseases, are emerging 
or re-emerging as public health threats.(See Attachment D) 

Insect and rodent control products protect against the transmission of disease by 
these pests. For example, cockroaches have been found to carry himdreds of dif- 
ferent types of bacteria, and rodents can transmit many diseases, including the po- 
tentially fatal Hantavirus. 

The health threat posed by rodents and insects should not be minimized. Our own 
capital city has a serious rodent problem, which could, if not controlled, put the dti- 
zens of the District of Columbia at risk. According to the US EPA, in the United 
States each year, rats bite approximately 14,000 people. 

According to tiie American Association of Poison Control Centers, ^proximately 
6,000 people each year are treated for insect stings in health care facilities. In fact 
up to nve percent of the US population can have a severe, allergic, life-threatening 
reaction known as anaphylaxis m response to insect stings. 

Recent research has found that cockroach allergens are a leading trigger for asth- 
ma among inner-city children. According to the American Lung Association, there 
are 15 mulion people with asthma in the United States. Nearly one-third of them 
are children under 18 years of age. Asthma is the most prevalent chronic illness of 
children and the greatest incidence of this condition occurs amons inner dty chil- 
dren. A May 1997 study published in the New England Journal of Medicine found 
that children allergic to cockroach allergens and heavily exposed to the insects at 
home were three times more likely to m hospitalized than other asthmatic youth. 

Recently, the President's Task Force on Environmental Health Risks to Children 
dted these studies and noted that: "the role of indoor allergens on exacerbation of 
asthma, different allergens, such as those associated with cockroaches, dust mites, 
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and mold, have been implicated in different cities... Reducing exposures of children 
with asthma to airborne allergens and pollutants will reduce the health burden of 
asthma and significantly improve their quality of life. 

CSMA commissioned survey of California residents. In November 19d8» CSMA 
contracted with a respected public opinion research firm, Market Strategies Inc., to 
conduct a telephone survey of 1,300 California residents about their concerns relat- 
ing to health threats posed by insects, rodents and microbial contamination. The 
survey was conduced in accordance with the demographic profile of the state of Cali- 
fornia. We have attached a copy of the survey results into the hearing record. (See 
Attachment £) 

We undertook this survey because we believe that the public has significant con- 
cerns regarding the health threats posed by pests. We found that 78 percent of re- 
spondents :believe that society should do more to protect children from insect and 
rodent pests. Forty seven percent of survey respondents believe that California chil- 
dren are becoming sick due to contact with insects and rodents. And 64 percent of 
all respondents anirmed that household pesticide products are <:rucial for keeping 
their homes free finom insects and rodents. 

These public health benefits should be fully considered and weighed heavily dur- 
ing the regulatory and decision. making implementation of FQPA. 

Public Health Fests. In addition. Congress saw the need to protect against public 
health pests and, therefore, Section 28 of FIFRA was amended to direct the EPA 
Atlministrator in coordination with the Secretary of Agriculture and the Secretary 
of Health and Human Services to identify pests of significant public health impor- 
tance and to implement special programs to fadhtate the use or chemical, biological 
And other methods to control such pests: "(d) PUBLIC HEALTH PESTS.— The Ad- 
ministrator, in coordination with the Secretary of A^culture and the Secretary of 
Jlealth and Human Services, shall identify pests of significant public health impor- 
tance and, in coordination with the Public Health Service, develop and implement 
programs to improve ^nd facilitate tiie safe and necessary use of chemical, biologi- 
cal, and other methods to c(Mnbat and control such pests of public health impor- 
tance." 

We rsupport and encourage the EPA in its efforts to establish programs aimed at 
combating pests of public health importance. 

Implementation of FQPA and potential ioss of valuable residential or non-agricul- 
tural pesticide products. Sdoice-based implementation of FQPA requires both time 
and a process that will accommodate the data and assessment methods that indus- 
try is working to develop in cooperation with EPA. 

As .a result of a memo issued by Vice President Gore to EPA and USDA regarding 
the inuDlementation of tiie FQPA, the Tolerance Reassessment Advisory Commitr 
tee — TRAC — was formed. TRAC was oomposed of representatives from the environ- 
mental/consumer/farmworker per^>ective, agriculture/farmer representatives, pes- 
ticide companies and trade associations, NACEPT/SAP representatives, and aca- 
demia. CSMA. is on the committee «and r^nresents the Bon-Agricultural pesticide in- 
dustry. 

TRAC is not a technical panel, but rather is charged with developing and rec- 
ommending poMcy and stratesn^ issues- for FQPA implementation. To e^ablish an 
overall reference framewcuiL, TkAC began focusing on ovganophosphates at the re- 
quest (^ EPA. 

¥^Ai6aecU EPA to consider both aggregate ^roosiu^ and cumulative effect of 
pesticides in the registration process. As a result, TkAC has focused on the develop- 
ment (^nine science policies including two that are of extreme importance to CSMA: 
residential exposure and aggregate nsk. 

Residential Exposiu*e. E^^ mtends to refine its exposure models based on data 
ihat the pesticide industry is generatii^.as well as other reliable data. In the mean- 
time," the ^;ency will use a^combination of relevant data and modd estimates to 
assess residential exposure. 

CSMA has a number of concerns with EPA% Daraft Standard Operating Proce- 
dures (SOPs) for Residential Exposure Assessments. These are: 

EPA SOPs for residential eiq|>08ura assessment do not correntiy utilize^corporate 
ail pabMcly available scientific literature. This Jiterature woidd most certainly dis- 
play some of the overly conservative "default assumptions." Further, in the absence 
^f a careful and complete review of existing literature^ EPA cannot acciu'ately deter- 
mine data gaps. Where data gaps do exist, due to the ineomplete and draft status 
of the Series 875 (Group B Post-Application Exposure Monitoring Test Guidelines), 
adequate guidance is not available for development efforts. Many of the test meth- 
ods m the Series 875 still need to be validated and peer reviewed. In essence then, 
development of studies cannot begin until these guidelines are finalized. 
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To overcome the problem of compounding conservative estimates, EPA needs to 
address the utilization of probabilistic versions of the "models" being proposed for 
use in addressing potential residential exposures. Probabilistic (e.g., Monte Carlo) 
techniques are necessary for characterizing tiie variability associated with many of 
the key aspects of residential exposures, e.g., time-activity patterns, consumer and 
professional product use/usage practices, exposure monitoring data, physiological 
and residential exposure factors, etc. 

The residential modeling approach being developed needs to be transparent with 
respect to the assumptions ana algorithms used, particularly given the "evolutionary 
process"* that is occurring as new data and information become available and are 
incorporated into the methods/models. To facilitate this process, a more articulate 
presentation of the overall modeling process and the various elements that contrib- 
ute should be developed. The current draft SOPs do not sufficiently explain the 
source and rationale of the default assumptions. 

Product label and use information is one of the key elements in the residential 
exposure assessment process (both aggregate and cumulative). The utilitv of this in- 
formation and associated publicly avauable sources should be more clearly described 
in the EPA SOPs and/or the 875 Series guidelines. 

The Agency should use the revised SOPs only as a first-tier screen to determine 
whether more data and/or higher-tier exposure assessments are needed. The SOPs 
should not be used in aggregate risk assessments or to show that a pesticide use 
causes a certain actual amount of exposure or poses a certain level of nsk that war- 
rants action against a registration, registration application or tolerance. 

We have attached a copy of the comments CSMA submitted on March 5, 1999 re- 
garding the SOPs. (See attachment F) 

CSMA does not believe EPA should make final assessments prior to availability 
of data. Interim assessments may be made with final decisions contingent on the 
outcome of the data being developed. If final decisions are made prior to availability 
of data, valuable non-agncultural pesticide products could be lost. 

Aggregate Exposure. Aggregate exposure to a pesticide can occur by multiple 
routes: ingestion, inhalation, and/or dermal absorption and from multiple sources in- 
cluding residential, pet and lawn care uses. EPA has developed models for estimat- 
ing exposures but these models are based on unrealistic assumptions and appear 
to overestimate the actual exposure to these products. 

Thus, when aggregated assumptions for a given product are too conservative, an 
exaggerated exposure scenario can result. If nnal decisions are made prior to avail- 
abihty of data, valuable non-agricultural pesticide products may be lost. That is why 
it is so important to base decisions on good data. 

Risk Cup Concerns. In addition, we are also concerned about allocation of the so- 
called "risk cup"" and the need to preserve residential pesticide uses which may be 
forced out by other uses. Non-agncultural pesticide products may be lost if faulty 
risk assumptions are allowed to cause the **risk cup" to overflow. The "risk cup" is 
a mechanism for calculating permissible total exposure to an active ingredient. It 
is likely that these uses would be focused in the agricultural arena, not the non- 
agricultural sector. If the cup overflows, active ingredient manufacturers would be 
forced to dioose where they would market the active ingredient in question. In some 
instances, the dietary exposure will completely fill the risk cup leaving little or no 
space for non-agricultural uses. Therefore, the agency needs to establish a process 
to ensure that non-agricultural pesticides are not forced from of the risk cup. 

There is ample authority under Section 25(aX 1) of FIFRA for ihe Agency to take 
into account differences in concepts and usage between various classes of pesticides, 
including public health pesticides, and the differences in environmental risks and 
appropriate data between agricultural and nonagricultural pesticides: 

(1) Regulations. The Administrator is authorized in accordance with the proce- 
dure described in paragraph (2), to prescribe regulations to carry out the provisions 
of the act. Such regulations shall take into account the difference in concept and 
usage between various classes of pesticides, including public health pesticides, and 
differences in environmental risk and the appropriate data for evaluating such risk 
between agricultural, nonagricultural, and public health pesticides." 

Therefore, it is appropriate for EPA to address both agricultural and non-agricul- 
tural pesticides separately in the implementation of the requirements of FQPA. The 
agency needs to ensure that these valuable Consiuner Protection Health Benefit 
Products are not lost. 

Data Gathering. In order to respond to FQPA issues related to ncm-agricultural 
pesticides, CSMA has established two joint ventures. The first one being the Indoor 
Residential Exposure Joint Venture (IREJV). This is a group of companies that 
manufacture and formulate pesticide products for residential and commercial mar- 
kets. The IREJV is creating a database relating to product use that may be incor- 
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porated in modeling tools that are being designed to create exposure and risk as- 
sessments for pesticides products. The IJuSJV has undertaken a program consisting 
of two comprehensive projects, a label data entry system and an unprecedented 
major national consumer use survey. 

The beta version of the label data entry system is complete and currently being 
tested. The database combines currently available information from several sources 
including EPA-maintained databases, the National Home and Garden Pesticide Use 
Survey and xompaiw-specific product label information. This important tool will 
•ullow assimilation of information 4>n product labels such as application rates, meth- 
od of application and pests treated. 

The ikEJV is worlang with a Regulatory Advisory Committee, inchiding partici- 
pants from the ElPA, Cal EPA, and Healm Canada, that will ensure that appro- 
priate decisions are made regarding data needs and regulatory requirements. 

Tire second joint venture is the recently formed Antimicrobial Exposure Joint Ven- 
ture <A£JV) which also operates imder CSMA auspices and consists of manufactur- 
«rsiand fbrmulators of antimicrobials. The AEJV is currently collecting information 
and developing a viable program to address necessary antimicrobial data require- 
ments. 

Antimicrobial Reform Provisions of FQPA. As noted earlier, FQPA Subtitle B, 
Antimicrobial Pesticide Registration Reform, directs EPA to change tiie manner in 
which it regulates antimicrobial pesticides. Some of the key provisions include: 

Statutory, goals for making decisions on different categories of applications for reg- 
istration of antimicrobial pesticides and a requirement to report to Congress annu- 
ally on EPA's success in meeting the goals. 

Statutory deadlines for issuance of regulations to streamline the registration proc- 
ess in order to meet the goal timelines of decisions on antimicrobial registration ac- 
tions. 

A direction^ work with States to eliminate duplicative, burdensome reg^ulation. 

C^IA has been working closely with the Antimicrobial Division of EPA since the 
passage of FQPA. According to the statute, the Agency was to have proposed a rule 
in May 1997 and issued a final rule in May 1998. Neither of these timelines has 
been met, however CSMA has had the -opportunity to review and comment on two 
drafts of the pre-proposed rule. 

Althou^ the rule has yet to be proposed, the Agencv is currently operating under 
the goed timelines for processing registration actions that are delineated in tne stat- 
ute. CSMA anxiously awaits publication of the procedural rule, which, we under- 
stand, is scheduled to be proposed in the fall. 

Data Coordination. Additionally, CSMA has always sought to maximize the co- 
ordination between State pesticide re^gulatoiy agencies and the US EPA. Fundamen- 
tally, the elimination of r^undanciesand the coordination of scientific reviews min- 
imize both tiie cost to government and the cost to registrants. Moreover, coordina- 
tion provides opportunity to streamline and make more efficient the regulatory proc- 
ess. The Congress concurred with tiiis position ^nd as part of the FQPA, (FIFRA 
3 (c) (2XB) (vui). Congress empowered the EPA with the autiiority, to the maximum 
extent practicable, to '^coordinate data requirements, test protocols,, timetables and 
standards of review.'* In this provision Congress noted the need to ''reduce burdens 
and redundancy caused to the registrant by multiple requir^nents." In addition, the 
Admimstrator is directed to ''dev^p a proeess to identify and assist in alleviating 
future ^disparities between FederaLand State: data reauirements." 

The ea^rience of CSMA members is that proce<uiral impediments at US EPA 
have resulted in a lack of coordination and an absence of data sharing between US 
EPA and State pesticide agencies, in order to fully implement this provision, we en- 
courage the EPA to implement a dear 4>rocedure to facilitate this process, whereby 
registrants can authorize and. direct EPA to. share data reviews with State agencies. 
The lack of coordination to date should make clear the need for such a procedure 
to be implemented in order for registrants to avail themselves of the relief provided 
for in this provision of FQPA. 

In. conclusion, the implementation of the Food Quality Protection Act must be 
based on ^ood data sound science. Non-agricultural pesticides or Consumer Protec- 
tion and Health Benefit Products provide important benefits to our society, beyond 
the aesthetic benefits of keeping our surroundings clean, protected and firee of pests. 

Our products play an importuit role in limitmg the spread of germs and are es- 
sential for controUing pests such as fieas, ticks, roaches, mosquitoes and rodents 
that can spread human illnesses. 

Should the Food Quality Protection Act be enacted on the basis of faultv risk as- 
sumptions rather than on real world data, the likelihood is that some products that 
are vital to the protection of public health may be lost. The result would be det- 
rimental to the, consumer, industrial, and institutional users of these products. 
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Industry is working with EPA to provide the needed data. We need your help to 
make sure there is time to do the work. We beUeve it is more important for the 
agency to make the right decisions based on good data and sound science than it 
is to meet any arbitrary deadlines. 

We urge the subcommittee to instruct EPA to allow sufficient time to: gather resi- 
dential exposure and aggregate risk data, permit data generation imder appropriate 
study guidelines and protocols, and most importantly, to establish a process to en- 
sure that non-agricultural pesticides are not forced from the risk cup arbitrarily. 

On behalf of CSMA, I appreciate the opportunity to appear today to discuss the 
many benefits of non-agricultural pesticiaes and implementation issues related to 
FQPA. 



STATEME>Pr OF WiLLIAM LOVELADY 

My name is Bill Lovelady. I am a cotton farmer from Tomillo, Texas near El Paso. 
As a farmer, I take seriously my role as a steward of our land and natural re- 
sources. I am also a father. And I want you to know that my kids eat lots of safe 
and nutritious American grown fruits and vegetables. 

Thank vou, Mr. Chairman, for your leadership and interest in this important 
issue of the Food Quality Protection Act (FOPA) implementation. Thank you also 
for the opportunity to speak, once again, on behalf of the National Cotton Coundl 
(NCC) before your subcommittee. I nave testified before this subcommittee in the 
past. This time I do so with a great deal of concern and disappointment in the re- 
cent actions taken by the U.S. Environmental Protection Agency (EPA). I must be 
honest, Mr. Chairman, the NCC normally tries to be courteous and diplomatic in 
these t3rpes of issues. However, considering the haste and timing of these decisions, 
it is blatantly obvious that EPA has abandoned sound science and has replaced it 
with political science. It is clear that, with a presidential election upon us next year, 
EPA is bending to the demands of the environmental activists. 

I am a former president of the NCC and the NCC representative on the Tolerance 
Reassessment Advisory Committee (TRAC). FQPA passed unanimously through 
both chambers of Congress and was signed into law 3 years ago to this date. For 
almost 2 years, there was a deafening silence from both the EPA and the agricul- 
tural community on this issue. In early 1998, an internal EPA memo was leaked. 
This memo suggested that, as one of several options, EPA might cancel all 
organophosphates (OP's) by May 15. The prospect of such a cancellation and the im- 
portance of the OP*s to agricultural production were enough to energize the ag com- 
munity to organize and become vocal. The agricultural community Knew that EPA 
did not have the data or the methodologies needed to implement the new safety 
standards of FQPA particularly the aggregate and cumulative risk assessments. 
They feared that, in the absence of such science, EPA would proceed with implemen- 
tation using conservative default assumptions and that crop protection tools would 
be imnecessarilv eliminated. Responding to this outcry, Mr. Stenholm and Benr^ 
consulted with Vice President Gore. The Vice President issued a memo in April di- 
recting EPA and USDA to work together on FQPA implementation and that they 
were to be ^ided by four principles: sound science, transparency, stakeholder input, 
and transition. 

The outcome of that memo was the formation of the TRAC process. The TRAC 
has met on six different occasions. Its final meeting is tentatively scheduled for 
some time in October. Although there has been some criticism of the process, my 
personal opinion is that TRAC has been veiy useful and has made significant 
progress for several reasons. First, the TRAC has been a useful means for producers 
and other interested parties to participate in FQPA implementation ana to voice 
their concerns. Second, the TRAu meeting have also resulted in an increased role 
for USDA in FQPA implementation. We fully support a higher level of USDA par- 
ticipation especially with the planning of mitigation and transition strategies. The 
department is utihzing the expertise of the land grant universities for further re- 
view and input regarding practical solutions. Third, as a result of the TRAC meet- 
ings, EPA has decided upon nine science issues that it believes are important for 
FQPA implementation. Draft positions of the agency on these issues are being pub- 
lished in the Federal Register for public comment over a period of time. We support 
this t3rpe of public participation. Finally, through TRAC, EPA had developed a six 
phase pilot program for reassessing the tolerances of Uie OFs. This prc^^m in- 
volves refining preliminary assessments, review and input by USDA, and nsk miti- 
gation discussions involving user groups as well as registrants. 

Mr. Chairman, again, allow me to be candid. The recent decisions by the EPA Ad- 
ministrator have literally destroyed any progress that has been made over the last 
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year through the TRAC process. Any credibility or trust which may have developed 
regarding a cooperative and consensus building process for implementing FQPA has 
been demolished. 

EPA has decided to target methyl parathion and azinphosmethyl and to cancel 
and mitigate some of its uses. Fruits and vegetables are going to be most severely 
impacted. EPA has made these decisions despite the fact that science issues identi- 
fied in the TRAC discussions and pertinent to these compounds have not been com- 
pleted. The final determination on the lOX children's safetv factor is not expected 
until March, 2000; yet, EPA is applying a full lOX on methyl parathion ana, that 
is, in spite of new neurotox studies submitted by the registrant. Other pertinent 
science issues which have not been resolved are the use of numan data ana the 99.9 
percentile. Furthermore, as I said earlier, a six phase pilot process was established 
for the OP's. In the case of methyl parathion, pnases five and six were totally dis- 
regarded. EPA has made final decisions on this product and the USDA has not even 
completed its review. Ms. Browner made a public announcement yesterday even be- 
fore the technical briefing was convened. Tne affected users were not consulted as 
these decisions were being made. 

We have already seen what results from the use of more reliable and refined data. 
The preliminary reassessment of azinphosmethyl showed a dietary risk to infants 
under one year old that was 10,000 percent of the risk cup. The use of better data 
brought that risk down close to 100 percent in the refined assessments. This exam- 
ple iUustrates that it is absolutely critical that FQPA be implemented with the use 
of sound science and reliable data. 

Mr. Chairman, as I have said, any hopes of cooperation and progress with EPA 
concerning FQPA implementation have been shattered. The last yearns efforts by the 
TRAC have been wasted. It is apparent that the current Administrator will ignore 
the entire consensus building process if it suits her political aspirations. The con- 
cern of the NCC is, however, in regards to the precedent that will be established. 
It is critical that FQPA be implemented using sound science and reliable data. As 
important is the need for a well-defined and publicly understood process. The need 
for crop protection products is too vital to production agriculture for the whims of 
politics. 

Mr. Chairman, I thank vou again for this opportunity to provide comments on 
these issues. The NCC looks forward to working with you and your subcommittee 
to prevent such poor decisions from being made in the future. 



Statement of Wayne Carlson 

Good Afternoon, Mr. Chairman, ladies and gentlemen. My name is Wayne Carl- 
son. I am vice-president of regulatory affairs and field development for Bayer Cor- 
poration's Agriculture Division, headquartered in Kansas City, MO. I'm pleased to 
nave the opportunity to address this committee. 

Bayer Corporation is one of the manufacturers of azinphos-methyl, an 
organophosphate insecticide widely used for the control of insects infesting tree 
crops. It also is used to a lesser degree in cotton and several other crops. 

Azinphos-methyl is procedurally the furthest along of the products being evalu- 
ated under the step-wise process laid out in the Tolerance Reassessment Action 
Committee (TRAC) process. I have been asked to come before you today to describe 
some of our technical and procedural observations and experiences as our product 
has gone through the FQPA process. 

I'd like to group these comments into three areas: first, science and policy issues, 
second, the complexity of the process, and, third, the critical importance of carefully 
implementing FQPA according to procedures discussed during the TRAC process. 

Relative to science and policy, experience with our product clearly shows how crit- 
ical science and policy are to the FQPA implementation process and to future avail- 
ability of pest control products. The importance of science and policy were recog- 
nized early by the FQPA Implementation Working Group (IWG), a coalition of 66 
commodity, grower and pesticide-related organizations. 

In its pubfication called "The FQPA Roadmap," IWG outiined eight critical science 
policy areas which needed to be clarified prior to the FQPA-decision-making process 
moving forward. This list of science-polic^ issues has grown to nine as a result of 
further investigation in the TRAC Process. There are now some 20 individual 
science policy papers generated, detailing issues in these nine areas. Only one of 
those has been issued as final. Several are only scheduled and won't be issued yet 
for some time. These science policies represent the foundation of decision-making 
under FQPA. Without them, decisions are at best interim, which could have a nega- 
tive effect on some user groups. 
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There has been much discussion surrounding the use of default or screening level 
assessments for products being used while these science policy issues are being fi- 
nalized. This committee saw, during the April hearings, the differences between a 
dietary risk assessment based upon default assumptions versus a refined risk as- 
sessment — a difference of 10,000 of the risk cup versus about 130 percent of the risk 
cup for the most sensitive sub-population in the FQPA risk assessment. 

That 130 percent is influenced by other policy issues still under debate and dis- 
cussion, even with the refined dietary exposure values. In fact, there are 11 policy 
documents of the previously mentioned 20, plus the use of human data that will ul- 
timately influence the decisions on products like azinphos methyl. Bayer Corpora- 
tion has recently submitted two human studies to EPA and CDPA (California). Cali- 
fornia has reviewed and accepted the results of these studies in its risk assessment 
process. U.S. EPA still has not, and we are awaiting its policy decision. 

The most critical of all of the policy decisions in question is the 99.9 percentile 
policy. 99.9 is considered by some to be a default or screening level value; by others, 
it is considered to be a regulatory point. The azinphos-methyl risk assessment in- 
volving dietary exposure showing about 130 percent of the risk cup for the most sen- 
sitive sub-population becomes about 80 percent at the 99.75 percentile; 35 percent 
at the 99tn percentile; and only about 14 percent of the 95th percentile, the level 
normally used to establish significance in scientific studies and the level at which 
FDA regulates food additives. Use of human data could even further reduce these 
values several fold. In short, it is entirely possible that one of several policy deci- 
sions could result in a risk level well below that of the current assessment of 130 
percent. 

This brings me to my second concern -the complexity involved in the FQPA proc- 
ess. FQPA requires that all available and reliable data be employed in the process. 
In the case of the azinphos-methyl dietary risk assessment, 52 crops were included, 
with some 261 specific food forms, each one requiring separate scientific judgements 
for application of the 133,708 data points and 40 separate processing factors. This 
just includes dietary exposure from food. We need to keep in mind that FQPA re- 
quires food exposures be combined with water exposures and with exposures result- 
ing from appHcations in the home, in restaurants, et cetera, for chemicals which are 
approved for such uses, into what is called an aggregate risk assessment for a single 
chemical. Finally, exposiu^ from that chemical needs to be added to other chemic^ds, 
if they are deemed to share a common mechanism of toxicity, into what is called 
a cumulative risk assessment. 

How to conduct a cumulative assessment is very complicated, and as you can 
imagine, a critical factor in determining the future of families of important pes- 
ticides. If it's done too hiuriedly or in an overly conservative manner, pesticide 
availability will suffer needlessly. 

In addition to what we've learned relative to the critical aspects of the science pol- 
icy issues and the complexity involved in the proper exposure and risk assessment, 
we've learned the importance of adhering to the process of FQPA implementation 
as outlined in the TRAC. 

In their April testimony before this committee, Jim Aidala and Keith Pitts de- 
scribed a 6-phase pilot process, which, among other things, was to "provide for pub- 
lic participation on risk mitigation measures and practical transition strategies." 

Azinphos-methyl, the product furthest along in the process, has just completed 
Phase 5 , a phase in which risk mitigation proposals were to be submitted by the 
registrant and other interested parties. Phase 6 was to allow EPA and USDA to 
work together on risk management strategies. Near the end of the Phase 5 period, 
Bayer Corporation found itself in intense negotiations on risk mitigation issues. 

It was very difficult, in a limited amount of time, to contact the many interested 
grower and user groups to get their full input to be sure that their needs were being 
considered in the risk benefit assessments required under FIFRA-regulated mitiga- 
tion proposals. It is critical that the 6th Phase of the process be included — a process 
of up to 60 days, wherein EPA, along with USDA, work together to develop risk 
management strategies, to assure that the users' needs are not ignored. 

In conclusion, despite the complexities of FQPA, it is still a good law, one which 
requires us to bring our best science and data to the process of regulating pesticides. 
It also is really a powerful law, and it must be implemented with responsibility and 
reason. EPA and USDA have a responsibility to use the best science available and 
consult with growers and applicators. We favor legislation that furthers this objec- 
tive. We have a safe, abundant, and economical fcmd supply. We must act carefully 
to be sure that it is even safer, more abundant, and more economical in the future. 
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Statement of Peyton A. Eggleston, M.D. 

I would like to thank Congressman Goodlatte and the members of the subcommit- 
tee for asking me to address the issue of using pesticides in the home. 

I treat children with asthma living in the inner city of Baltimore. In treating 
them I use medications but also recommend that those who are allergic avoid aller- 
gens in their home that cause asthma. In the inner city one of the most important 
allergens they must avoid is produced by cockroaches and I must recommend that 
they use pesticides in their home to do this. Most of my research has been devoted 
to developing better and safer methods to do this. 

As background to why I take this approach I would offer the following: 

1. Allergic diseases are extremely common, affecting over 40 million Americans 
and are the most common cause of work loss and school loss in the United States. 
These diseases include anaphylaxis, allergic rhinitis or hay fever, and asthma. Over 
80 percent of children and young adults with asthma are allergic. 

2. Allergic diseases are inherited. A person with allergic genes becomes sensitized 
to substances called allergens that are occur naturally in the environment. In the 
case of anaphylaxis, the allergens are proteins found in foods such as peanuts or 
seafood. In the case of hay fever the allergens are carried in the air on plant pollens. 
In the case of asthma the important allergens include house dust mites, pets, molds 
and insects such as cockroaches. People without the allergic genes can live around 
these things and not become sick. 

3. Current epidemiologic evidence from the United States and other countries 
shows that allergy and exposure are the most important risk factor for of asthma- 
a much stronger risk than air pollution or even passive cigarette smoke. A recent 
NIH study examined 1528 children with asthma living in US inner cities. Children 
who were both exposed to cockroach allergens in their home and allergic to cock- 
roaches were 3 times as likely to be hospitalized for asthma and had 40 percent 
more wheezy days compared to children who were neither allergic nor exposed. 

4. Convincing research from England and elsewhere has shown that avoiding al- 
lergens such as house dust mite can reduce symptom and medication needs by 40 
to 50 percent over the course of a year. I am currently conducting the first experi- 
jnent to test whether reducing cockroach allergen in the homes of inner city asth- 
matic children will reduce the severity of their asthma symptoms. 

When I recommend to my patients that they use pesticides in their hc^ie, I recog- 
nize that there may be risks of exposure, both in terms of chronic toxicity and acute 
asthma attacks from the odors of the pesticide mixes. To reduce tiie risk, I rec- 
ommend that the child not be present during the pesticide application. I also rec- 
ommend pest control companies that apply pesticides in gel form to cracks and crev- 
ices, or use integrated pest management to target the application to areas with 
highest roach populations. I educate families about putting garbage out frec^uently, 
storing food in sealed containers and cleaning food aebris to help prevent remfesta- 
tion. But there is no alternative method of eradicating roaches and unless the 
source of the allergen is eliminated, I cannot help nw patients avoid an important 
cause of their chronic asthma. In my mind the benefit of controlling chronic severe 
asthma outweighs the potential risks of pesticide exposure. 
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ORiaiNAL ARTICLE 

The Role of Cockroach Allerjgy and Exposure to 
Cockroach Allergen in Causing Morbidity among 
inner-City Children with Asthma 

David L. Rosenstreich, Peyton Eggleston, Meyer Kattan, Dean Baker, Raymond G. Slavin, Peter 
Gergen, Herman Mitchell, Kathleen McNifif-Mortimer, Heniy Lynn, Dennis Ownby, Floyd Malveaux, 
for &e National Cooperative Iimer-City Asthma Study 

Abstract 

Background. It has been hypothesized that asthma-related health problems are most severe 
among children in inner-dty areas who are allergic to a specific alleigen and also esqposcd to 
high levels of that allergen in bedroom dust 

Methods, From November 1 992 through October 1 993, we recruited 476 children with 
asthma (age, four to nine years) fiom eight itmer-dty areas in tiie United States, hnmediate 
hypersensitivity to cockroach, house-dust-mite, and cat allergens was measured by sldn 
testing. We then measured migor alleigens of cockroach (Bla g 1), dust mites (Der p 1 and 
Der f 1 ), and cat dander (Fd d 1) in household dust using monoclonal-antibody-based 
enzyme-linked immunosorbent assays. High levels of exposure were defined according to 
proposed thresholds for causing disease. Data on morbidity due to astfmia were collected at 
base line and over a one-year period. 

Results, OfftuR children, 36.8 percent were allergic to cockroach allergen, 34.9 percent to 
dust-mite allogen, and 22.7 percent to cat allogen. Among tiie children's bedrooms, 50.2 
percent had high levels of cockroach allergen in dust, 9.7 percent had high levels of 
dust-mite allergen, and 12.6 percent had high levels of cat alleigen. After we adjusted for 
sex, score on the Child Behavior Checklist, and family history of asdmia, we found that 
children who were both allergic to cockroach allergen and exposed to lu;^ levels of this 
allergen had 0.37 hospitalization a year, as compared with 0.1 1 for fbc other children ^ » 
0.001), and 2.56 unscaeduled medical visits for asthma per year, as conqnred vnAk 1.43 
(PO.OOl). They also had sigmficantly more days of wheezing, missed school days, and 
nights with lost sleep, and their parents or other care givers were awakened during tiie night 
and changed tiieir daytime plans because ofihe child's asthma significairtly more frequently. 
Similar patterns were not found for die combination of allergy to dust mites or cat dander 
and high levels of the allergen. 

Conclusions. The combination of cockroach allergy and exposutt to high levels of this 
allergen may help e3q>lain the frequency of asthma-related healdi problems in inner-city 
children. (N Engl J Med 1997;336:1356-63.) 

Source Information 

From the Division of Allergy and Immunology, Dqwotment of Medidne, Albert Einstein 
College of Medicme, Bronx, N.Y. (DI..R.); the Division of Pediatric Allergy and 
Immunology, Johns Hopkins School of Medicine, Baltimore (P.E.); die DqMrtment of 
Pediatrics, Mount Sinai School of Medicine, New York (M.K.); ihe Center for Occupational 
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and Environmental Health, University of California, Irvine (DJB.); the Division of Allergy 
and Immunology, Department of Medicine, St. Louis University School of Medicine, St. 
Louis (R.G.S.); the National Institute of Allergy and Infectious Diseases, Bethesda, Md. 
(P.G.); New England Research Institutes, Watertown, Mass. (H.M^ K^.-KL, HX.); the 
Division of Allergy, Henry Ford Hospital, Detroit (D.O.); and Howard Univosity, 
Washington, D.C. (F.M.). Address rqirint requests to Dr. Rosenstreich at Albert Einstein 
College of Medicine, 1300 Moiris Park Ave., Bronx, NY 10461. 



Additional study investigators are listed in the Appendix. 
Appendix 



In addition to the authors, the following investigators participaled in the study: Albeit 
Einstein School of Medidne, Bronx, N.Y. ~ E. Crain and L. Bauman; Children's Men 



Hospital, Chicago ~ R. Evans ID, J. Lavigne, YD. Senturia, CM. Weil, KJC Christofifel, 
and H J. Binns; Cook County Hoqntal, Chicago ~ M. Sullivan, J Ji Mayefidgr. and MJ. 
McDermott; Rainbow Babies and Children's Hospital, Cleveland - C. Keraanar, S. 
Redline, and S. Wade; Henry Ford Honntal and Medical Ceitfer, Detnnt ~ J A. Anderson, 
F.R Leickly, CXJii. Joseph, and C. Johnson; Mount Sinai School of Medidne, New Y4>rk 
- C. Lamm, M.T. lln, O. Butts, R Luder, and D. Baker, Wadimgton Univenity Medical 
School, St Louis - HJ. Wedner and O. Evans; Howard University, Wadunglon, D.C. - A. 
Thomas, S. Molock, and M. Richard; National Institute of Allergy and Infectious Diseases, 
Program Office, Bediesda, Md. - E. Smaitt, K. Wdss, and R. Kaslow; and New Enghuid 
Research Institutes, Data Coocdinating Center, WateitowB, Mass. - E. Wrigiht, IU4. 
Mortimer, and S. Islam. 

The Ml text of Original Articles is not included iathe Jouma/ On-line. However, you can order the 
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Bayer 



August 10. 1999 

Qavor CorpCMXc-i 
MOO HMMihori H(Mrt 

KarMM Ov. MO 641%.00^9 

The HonoreMe Bob Goodlaue nnone e^^ 242 2000 

CtMurman. House Subcommittee 
Department Opcrttions, Oversight 
Nutrition and Forostiy 
1301 Longwoith Building 
^D.C. 20515 



Dear Mr. Chairman: 

It was a great honor to testify before your subconuniitoe on August 3. The hearing brought out, in 
public, many signifikant aspects of the Food Quality Protection Act hnplcmeMation that concern us. It 
was also an opportunity to explore the full Tolerance Reassessment Advisory Committee's (TRACs) 
six-step process. As 1 reviewed the testimony and notes of others involved in the hearing, it occurred 
to me that some additional informailon might prove useful. I would like to request that you add lu the 
record sonte additional written responses that 1 have prepared to more fully address the questions 
asked in the hearing. It is my understanding that the hearing record remains open for icn days, so thai 
witnesses may supply additional written responses to belter clarify issues raised during the hearing. \ 
hope my additions to the record are useful and 1 thank you again for the opportunity to appear before 
the subcommittee 

Sincerely. 

BAYER CX)RP0RAT10N 
AGRICULTURE DIVISION 

Wayne Carison.Ph.D. 

Vice President 

Regulatory Afhirs & Field Development 

Attachment 
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Additional Conmeati and expanded Responses to QucttioM at the Depart moat OperaiioDs, 
Oversicht, Nvtricion and Forestry Sttbconaaittec llcaringi August 3, 1999 



Submitted by Wayne Carlton, Vice Prestdent, Bayer Cmporadon 
for the Hcariag Record 



1. Da you think the TRAC process was/ollowed in EPA *s decisions that were 
amnounced yesterday? 

I think the TRAC process was fonowcd through the fifth step, which just ended for aanphos-roethyl. 
two weeks ago. At that point, wc found ourselves in an awkward position with EPA, tiyii^ to 
accomplish the sixth step in a few days. The sixih step is supposed to be a more complete assessment 
of the possible impacts of proposed mitigation measures, conducted with the fiiU participation of 
affbcted growen. Instead, we becsme aware of the fkct that EPA wanted the sixth step completed in 
time for the August 3 deadline. 

2. What other products are available as substitutes for Guthion and Methyl Farathion ? 

There are a few very targeted pesticides that could be used to control some of the insects. The 
proUein is that each one affects only a limited group of insecU. In order to get the broader impact, 
such as that produced by using azinphos-methyl. one would have to use several targeted pesticides to 
obtain the same result The downside, of course, is that you would be increasii^g the total pesticide 
load. Also, some alternative products are not as compatible with Integrated Pest Management 
programs. 

JL Are you stilt condactinn studies on Outhion that would provide additioiwl data for a 
more refined risk assessment? 

Yes, we are conducting ficM studies, processing studies and market basket surveys. 

y. is it true that at the 99. 8% confidence level, the risk would be measured at I(W rather 

than at 130? and at the 95% confidence limit, the risk drops to 14? 

Yes. This emphasizes the critical need to have science policy resolved on this issue, particularly as we 
move into the cumulative risk assessment phase. 
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S, Dm y0m kmwe eotifUgttee im tke TMACproaaa to epfftOfy im ^ m e mt mmd ftMfiUe tke 
weUttl^iima HuHiunMuultkeimplemumlmfhm^FQPA? 

Ym» mi fret, we itroogly wpportMl Um IUAC proceu whidi caiM about, in part, due to 
cot^retaoMl concern end the clear directive of the Vice PresidaiH. The procets* as laid out in 
TRAC. if a good one. It should be fbOowed and the science policy issues should be ccnnplctcd. 

«. WUitmmwedoiaM^f 

It would be food if Congren clarified the process to be followed, preferably in l^slaiinn. so that the 
steps outlined in TRAC can be foUowed to completion and all inteicsted parties have a chance to give 
input and n aca ssai y sdcntUlc data can be submitted. Everyone on this subconnmitlee seams to agree 
then n no need to rush to ju dg eme n t unless there is a clear imminent hazard. The scientific data must 
be collected and/or suppleniented. Congress should make it dear that default assumptions sliould not 
be used to calculate final risk assessments. At least in our case, Administrator Browner made dear 
that there is no imminent hazard. This wouM lend to support the position that EPA shouki complete 
the six-step TRAC process on chemicals before making deciskxis on risk mitigation or tolerances, 
particularly if there b no imminent hazard. We support HR1S92, and believe this legisfaoxMi addresses 



IwmtUIUtttmmskfmi mkomttkeproeeatyomwenm^oheiim wUk EPA mmd tke 
mOmr M^btrmmm tkmt Mllmthe emrremt MOA. Kdyomfmdpreumred hy EPA to 
t mr Sifmm imUmte thhfncma tmfuftktr mMgmte Hgk volmmtmrifyf 



We ware contacted by EPA and told that additional risk mitigation measures would have to be 
employed. We then began a serious diak>gMe on technical issues and I began to worry about the cfleci 
on growers. ThM is why I contacted a few of them myscM; to find out what impact our proposed 
changes to risk mitigatkMi woukl have on their uses. In the short time I had to do this, it became 
apparent that growers depended heavily on our product and that there were, in some cases, no readily 
available substitutes, in the end, we reached an agreement with the agency that hurgaly met the needs 
ofthegfowsfs and satisfied EPA. We obvkxisly dkl fed the pressure imposed by the Aug^ist 3 
"dendihie** and the impression that, had we not been able to reach sgrecment, the agency wouM have 
begun cancaBatKMi proceedii^. 
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UNITED STATES ENVnONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 



mm 



OFFICf OF CONCWESSiONM. AND 
(MTEROOVEmMtNTAL WLATIONS 



The Honorable Bob Ooodbttte ^ 

Chaimun 

Subcommittee on Depaitment 
Operations, Overnfl^ Nutrition and Foresuy 
U.S. House of Repcesentativcs 
Washington»DC20S15 

Dear Chaiiman Goodlatte: 

Thank you for forwarding ibllow up questions fiom the April 22, 1999 hearing on EPA's 
in^lementation of the Food Quality Protection Act We are continaing our eflfoits to respond to — 

these questions, and are providing this interim letter witti ttie responses that ha:ve been finalized 
to date. 

n 

We >vill contimie to forward remaining responses as they are finalized by the Agency. r 

,5 

I 
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EPA't RctpoiiNt to FoUow-mp Q«cfllo«s 

to the 

Honic of RtpriMBtalhrM CMimiltot mi A^koltarc 

Food Qnmlity ProtoctfoM Act Ovonlsbt Hcartag, April 22, 1999 



I. New FQPA Exposure 

B. Haw does EPA propose that a registrant should estimate potential fioure drinking water 
exposures for a new pesticide that has not yet been registered? 

In estimating potential exposure through drinking water, whether it be for a use of a new 
product, new use of an existing product, or an existing use of a registered product, EPA relies 
primarily on data from laboraloxy and field-scale testing conducted by the registrant, altiiough 
EPA may also use data from other agencies such as USDA, as well as infoimatioB from tht 
scientific literature. In most cases the Agency starts with mathematical modeb that use data 
generated from currently required studies of the firte and transport properties of a pesticide along 
with available nmofif and groundwater models to estimate pesticide concentrations in sur&oe 
Dvater and groundwater. These scientifically peer-reviewed models are employed as a screening 
technique. The model-based estimates are compared to levels of concern from ahuman heahh 
stan^ioim. Because the models contain many conservative assumptions, EPA relies on those 
screening models to identify, with a high degree of confidence, those pesticides that have a ver>' 
low likelihood of getting into drinking water at leveb of concern to human health. 

If estimated levels in groundwater and suxftce water that is or could be used fiir drinking 
water appear to exceed leveb of concern from a human heahh standpoint, pesticide oompanies 
could also provide data and assessments of the intact of existing drinking water treatment 
technology on concentrations as well as an assessment of the availability of such treatmem across 
areas of planned use. EPA's approach to addressing drinking water exposure would use 
groundwater and surfrice water monitoring data when these are available, reliable and qipropriaie 
fiwthu purpose. Finally, for EPA to use these data and assessments, oompanies would also need 
to provide EPA an upper bound estimate of the number of people potentially exposed to leveb of 
concern in drinking water. 

C. In the case of a new product, should an accurate exposure assessmerU for actual drinking 
water be conducted after the product has been on the market for several years? Wouldn 't 
this give an accurate picture of potential drinking water exposure under actual use 
conditions and serve as a necessary validation for any assessment? 

In the minority of cases, EPA can grant a fiiU registration for a new product vAuai its 
screening models show a veiy low likelihood of water contamination at leveb that woukl 
adversely affoct human health or the environmenL For these pesticides, actual water moniioring 
studies are not required. Conversely, in situations where data oo the fote and transport pmpefties 
of the pesticide, model-based estimates of pestidde coocentratians in water; and, the assessment 
of the eflBpctiveness and availability of treatment technology pr a s a rt a e ony e llin gease for the 
pestidde posing a significant potential to contaminate drinking water at leveb of eonoem to 
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human heahh for a significam number of people, Ibe Agency caimtA 

registration of a new peiCicidc until the qyplicant provided additiooal information demonstrating 

its product's safety. 

It is possible, however, that some new pesticides fall in between these two scenarios. 
That is, EPA lacks the information and daU to conclude with an appropriate level of certainty 
that a particular pesticide poses a sipiificant potential to contaminate diinking water at levels of 
concern to human health in areas where it would be used. In certain of these instances, EPA has 
granted conditional registrations. It would in most cases require the registrant to monitor sources 
of drinking water, as well as finished water, as a condition of the registration. Clearly if this 
monitoring shows that the actual use of the pesticide does not result in significant contamination 
of drinking water, the Agency would convert the conditional registration to a full registration 
under section 3 of FIFRA. 

D. For already registered products, what guidance has EPA given the registremis with 
respect to the types of drinking water exposure data that is st^Bficientfor exposure 
assessments? Please provide copies of sudi guidance. What science policies have been 
developed to address drinking water exposure assessments? What is the status of 
completion of these drinking water specie science policies? 

EPA's November 17, 1997 policy statement tells registrants how it is factoring drinking 
water into its tolerance decision making process. Since the passage of FQPA the Agency has 
also, on a pesticide-specific basis, required the collection of water monitoiing data for FQPA risk 
assessment purposes and has provided individualized guidance to the registrant. 

In January of this year, EPA issued for public review and comment a science policy paper 
on its qjproBches to estimating pesticide concentrations in drinking water. Additional policy 
papers on drinking water asaeaaments will be released later this year. More recently, on May 27, 
the Agency presented to ^ FIFRA SAP iu latest analyses of tiie impact of making changes to 
its initial screening models for assessing the impact of pesticide use on drinking water derived 
from surface water. EPA will consider the comments made by the Panel in deciding whether to 
move forward to implement these changes to our existing screening models. 

In addition to its own efforts, EPA is cooperating with the International Life Sciences 
Institute (ILSI) on a project initiated by DLSFs Risk Science Institute to evaluate methods that 
government and industry can use to conduct more reliable assessments of pesticide use on 
drinking water residues. ILSI has just issued its final report on this topic. The Agency is also in 
preliminary discussions with the American Crop Protection Association (ACPA) as it works to 
design a national survey of pesticidea in drinking water derived from surftce water. We are in 
the process of evaluating ACPA*s proposed protocol. 
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EPA cqicoti to fwiis to wiftiBg proocn for fiKtoiiog drinUiif wMor into FQPA 
deciskuMi Qvcf tiic nsxt icvmlfnonuift, is wb coBUMCte pcor icvicw pro cfi s e s oo tpchn i c al 
mitteis and make needed decinoos. 

E. fVill isfteie policies require product spec^ dtaa submissions? If so, has the Agptcy 
notified individual registrants of those requirements? Has EPA validated protocob for 
such studies? 

Althougb tbe AccBcy has oo oocatioiw on a pesdcid*-tpeei(lc bans, fequired tte 
ooUeetkm of water mooiloriflg datt for FQPA risk asiesniem puipoMi, k Im 
monitoring on a louliiie basis. EPA. however, cacpects to receive significantly mora dimldng 
water-related monitoring data in the near term from pesticide registrants as well as from other 
sources, and wiU use data call-ins if such infomiatk>n is reasoniMy required to si^poit the 
continuation of a tolerance. There is no standard derign for a monitoring progrsm because of the 
many different ways and locatioos in which pesticides may be used. Thus, for at least some time 
into the fotuve, EPA will continue to niake dedsionB about the need for sod design of a drinking 
water moni t o ri ng stud^ for a ^woifio pesti c ide on a caso-by-case basis. 

The Agency is taking a number of steps to develop a consensus on approaches to 
monitoring pesticide residues in drinking water. As m en t ioned, EPA is reviewing a report from 
ILSI and proposed protooob from ACPA. ACP A and EPA both believe that there may be more 
cost-effective ways of collecting drinking water monitoring data than conducting individual 
studies on a pest i cide sp e ci fi c basis. Finally, EPA in coqunctionwitfi the U.S. Geological 
Survey just recently began a pitot reservoir monitoring study the pupoae of which is, among 
other things, to better understand how to best design a bvger scale protocol for the monitoring of 
drinking water for pestic i da s . 

F. With respect to residential esqfosures to pesticides, what ere the primary indoor and 
outdoor residential exposure scenarios or activities that EPA is concerned about 
regarding pesticUk ejqfosure? 

Because of FQPA*s focus on infont*8 and children's safety, EPA is most oo n o gn ed about 
children's exposures to pesticides in their homes, schools, day-care settings and outdoor play 
areas. In addition to developing Standard Operating Procedure's (SOPs) for estimating infonts' 
and chiklren's exposures to pestjddca in these settmgs, EPA is conducting research, throu^ its 
OfiBce of Research and DavslopnMnt (ORD), to measure transfer of pesticide residues from 
r e s i den t ial surnces to cnildren's bodies. Information acquired from resesrch or from studies 
submitted in s u p po rt of regisiiiiion shouM help impiove me understanding of ndiich exposure 
scenarios areof most concern 

G. Has EPAformtdfy requested exposure data from registrants to address each of these 
resldentUd ejqfoture activities of concern? 
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No. In the nugority of casei, EPA is able to eviluate ^ potential for lesidential exposan 
to a pesticide using models and existing data. In general, the Agency attempts to make decisions 
based on available data, whenever possible, as the cost to industry of producing new studies can 
be very high. When data are needed, EPA considers whether they are best obtained by using its 
data call-in authority to require individual registrants to produce daia on specific pesticides. EPA 
is woridng closely with companies, growers, commodity groups, university researchers, the U.S. 
Department of Agriculture, and Extension personnel in designing and implementing appropriate, 
cost efficient data collection mediods for evaluating residential pesticide exposure. Nonetheless, 
the authority to call-in needed data has been one of the Agency's most powerful tools, and we 
will certainly use it if necessary to conduct a sound risk assessment 

H Has the Agency published validated procedures /or estimating residential exposures for 
new products not previously used in residential settings ? and 

K. For products already used In residential settings, does EPA have specific required 
studies to determine residential exposures? If so, have the protocols for such studies 
beenpubllshed? 

The Agency is in the process of stepping v^ its efifocts to more routinely collect 
residential exposure data, and is developing standardized protocols for completing required 
residential exposure studies. EPA brought its draft guidelines before the FIFRA SAP in 1998, 
and b currently responding to the ccoments raised by that Panel. Much of the cunent, ongoing 
research by acidemia, other offices within EPA, and industry will help the Agency refine its 
testing guideliikes. Not surprisingly, the pesticide chemical industry also is committing 
substantial resources to this issue. 

As mentioned above, EPA has developed and made public Standard Operating 
Procedures for estimating exposure to pesticides resulting fiiom their use in residential and 
similar sites. These SOPs produce screening level awessments of pesticide exposure and may be 
performed using information readily available from the pesticide labeling and other generally 
available data. Thus, fliey are equally applicable to new products and products that are already in 
the marketplace. The SOPs represent conservative or screening level estimates of exposure and 
are used to identify those instanrrs where there may be a potential for concern. If the screening 
assessments indicate that the risk would be acceptable, no foither analysis would be required. In 
the event, however, that the SOPs estimate potential exposures of concern, the Agency tnay 
require additional information, determined on a case-by-case basis, to produce a more realistic 
estimate. In most cases, reliable data (either modeling or from direct measurement) are available 
and are used in an assessmeat 

In addition to any specific required studies, EPA can utilize data fiom other sources m its 
residential exposure a ssessm e n ts. In addition to ORD*s children's exposure research activities, 
EPA is also looking into the use of exposure data fiom turf uses, spray drift studies and fium 
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ynotket children mljrfies.: Thaae me ioeaarios are not directly residentwhises of ohemicaU but 
may lead to some exposure in the reeidentiaienvizoDiiient 

I. Whai reskkntitd €xposure data have been required in iheData Call-in for the Outdoor 

Residentiat Task Force? WhatMre the relevant deadlines fu" submission and review of 
. thosedata? What is the relevance of this data call-in to FQPA requirements for 
a gg re g ate exposure assessment? WHl the aggregate exposure assessments be conducted 
for pesticides subject taJhis-data call-in prior to submission and review cf the data? 
How wiHrisk management deds^ns taike Into account the restduafthis datacall4n? 
What is the Agency's obligation toaonalder outstanding^daia call-ins tn theiisk 
assessment process,' and how wiM this be reconciled with FQPA deadlines for tohrance 
review? 

EPA called in data to meet four current guideline requirements: Foliar.Residue 
dissipation, Dermal Exposure Upon Reentxy, Dennal Exposure to Mixers, Loaders, and 
Applkators, and InbalatioaExposures to Mixers, Loaders, and Applicaton. The 117 pesticides 
siilqeGt to ^ Data CaU<4n were divided into 2 groqis, based on dieir toxicity or usage^ Daltoii 
chemicals in group I (chemicals of greater concern) are doe by October 30, 1999. Data on group 
n (cfaemioals of less concern) are due by October 29, 2000. EPA vdll use these data to refine 
bodipadiwi^ specific and aggregate exposure assessments for these pesticides. However, 
because of the Agency's responsibility to take prompt action to mitigate risk, and given^the time 
and expense needed to develop adrtitienaKdata, EPA believes it would noTbe prudentto delay 
decisieos where avaiUble data ve snfEteteDt to leacka well reasonedxondusioo. 

In the interim, for chemicab that the Agency suspects, based oiLits evahiatioBS, may pose 
a potential risk concern, it will conduct sensitivity analyses with^respectJo residential risk when 
perfonaittg its aggregate assessments. For exanDple,ifthe results ofooreviluationrindicfliB a 
risk level of concern, we would proceed to look it the risk if the exposure duration were half as 
kmg, or the amount ofresidiie were less. Ifthe potential risk is alleviated during these analyses, 
EPA may defer its decision until fte pending dauarelnco i potat ed . It however, the sensMvity 
analysis indicates that a potential problem could still exist, we wnuld be confident that e«en with 
themore refined data, mitigation measures would still be needed. The Agency is more likely to 
defer a decisoD if it believes that the new data will show that«xisting risk assessments 
significantly overstate ftut risk. The Agency is less likely tor defer aiegulatocy decision if it is 
-confident diat the new information would have marginal eflEectson the risk estfanates. 

J. liimchdatahave been collected under the. auspices of NHEXASOOONES that could be 
used to walidate^ieprevaleneeofejgMfsw^ within the general pcpidation, Have^Otere 
been antyattemptrto vtdidate residential esqfosure assessments with actual data? 

EPA has used »varieQr of data to estabUduthe fnveteaca of pesticide exposures jn the 
gencril popuUtion. ForqcaBq>le.> 1995 Centers for Disease Control and Prevention study 
found a metabolite of acomman houseliold insecdcide in the urine of 82 pereentofihe 1000 
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pe(^[)l6 raonilorad. This itudy wm coodhicted to miliii A icftwooc oooocmiitiopi tot iduto to 
the genenl population of the UnftedStHM. The NHEXAS/NHANESitudieswiU provide useful 
infbnnation when tlieybeooaie available. A 3-day workshop, sponsored by ILSI, is scheduled 
for October to discuss oMxlel evahialion and validatioii and wilt inchide looldng at 
NHEXAS/NHANES data and how it might fit into our modeling scenarios. The data that are 
being generated under the au^ces of NHEXAS and NHANES are likely to provide useftil 
information that will be used in coiyunclion with other data to address the residential exposure 
issue. 

L. Have the registrants been nalffiedtfproduet specific data requlremeras In ord^ 

satisfy reskkMlal exposure data gaps? Will the data requirement not0cation process in 
Sec. 4080 ofFFDCA he utilized as Congress intended? If not. does EPA have an 
alternate process of data identification and ctdl'in? 

At present, the Agency qjplies the existing Residential Exposure Assessment SOPs to the 
devdopmeot of generic, or chemical-spedfic, data, and not for the generation of dau for 
iiidividual products (termed product-apecific data). The risk assessments are conducted and the 
tolerances are set baaed on cfaendcal-specific data. 

EPA win use the data ie(|uiicmentiiotificatioo process in FFDCA section 408(f) when 
additional data or informatioo are reasonably required to support continuation of a tolerance. 
The Agency does not believe ttiat section 408(f) requires the deSemd of tolerance decision- 
making until pesticide registrants or odiers have been given every possible opportunity to 
generate additional data that may further refine an existing risk a ssess me n t. Likewise, the 
Agency does not interpret section 408(f) as requiring the Agency to *'call-m" all data that could 
conceivably affect a tolennoe risk assessment Where EPA finds that additional data or 
information are not reasonably required, the Agency wiU leave it to the discretion of pesticide 
registrants and odier interested parties to determiDe which additional information they believe 
would most likely affect risk assessments, and then tp submit that informafian Many r^gistrsnts 
have already cbnen to siteiit additlooal data, not required by ^ Agency, to be considered as 
part of an FQPA tolerance reassessment (See also our response to question U^ 

M. What is the process for an interim tolerance reassessment decision while newly required 
data are being generated by registrants, task forces, etc? 

If; after carefiil evaluation of all available infbrmation, the Agancy still seas a potential 
significant risk, we beUeve diat it is appnqxiale to take action to address that risk even though we 
may stiU require additional data (or rogistnnts, or others may opt to develop and submit 
additional data). In cases where new data are essential to a risk defenmnation. EPA may need lo 
etnploy temporary initigation ineasures widx the understanding diattiiese measures may be eased 
or reniovedifthependiiig studies show that rida are in &ct lower than originally estimated. The 
concept of maintaining an **iiitBrim** toteranoe has been suggested by several outside parties, but 
has not been adopted by die Agency. For example. EPA does issue conditional registrations tiiat 
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iu ooipo it i e ritk mili i rtmt mumau . Waaroiworidai with USDA.mGaib«soCteTRAC, and 
oliwilriDdioldm to tain a cloier look tttfibiDd other pooM^ The 

ftmh Buy be lliot EPA employiaiittmber of possible stnrtegics. Staoe each cbemkal/oop 
conbinalion is unique, the aost appiopriale sohition auQr ae^ 



n. SckMcPoHclef 

I. n^kastktAteneymftwrintnapolkyformotieeandcommefUthat^tclficaUy 
addttss9s Us tnterprtUition tfiht "muonabk certainty of no harm" sUBidard? 

The g^oup of scaeace policy issues thai are being addressed tfiioiigh the indilk i^^ 
pioocss was dewekipadlhfoiigb discussions with stakeboklen during th^ The 

TRAC pfooeas did not identify the inleqitetation of the ''laaaonable cenaimy of no hann** 
standard as a scienoe issue to be raised for public coounent 

The * Y a M o uab l e certainly ofnohann*' health standard, like iu pi ede ucs8 f, tfie 
**BBgiUg|ble riakf sl an d a w i has a long Ustoiy and is not unfbiwiTiar to tfiose p eop le intaesled in 
pesticide rcgnhMion. Thb eonoept allows Hie Agency die flexibOily to make informed, oomnoo- 
sense deciswns— an appioach that has widsspeead accqitanoe as being tibe most sppnprisle for 
regulatofy decisions such as Hie ones made by EF A. In addition, it should be pointod out thai the 
**reaaoosMe certainly of no hann** standard itsdfhu been used in FFDCA for a long period of 
time^ and it is wid^raocaplBdttMtttc standard is botfi a protective one, andisaomediingrfKiit 
of sbsohile (te^ no "bri^ Hne^. 

J. /^locfaiieirdbliafefidlrMMftfarare^idbvaiefirid 

r eg to niflwf hat Om oppm tmOt y to/IB that rtftOromomT 

EPA hu issued sevsrardDCUOMOts in Hie past ihit describe how it imsipnts tfns F(^ A 
SafcQT Factor pravlsioB, and it reoendy oompleted and seal to the FIFRA SAP a new dndl ef its 
intarim poMcy guidance on appl i ea ti e n of the PQPA Safoty Factor. Thb revised version will be 
made avaiUble for public ooounenl in the neer ftture. 



The cnmat draft of EPA*s Policy Gnidenoe idealillea whether oraoc to apply an F<9A 
Sefoiy Factor pending loeeipl of newly-nqniiod studies as one ofte BBoee aitfeal issuee. 
AddififliHy, me iaaerim policy gmdanoe mmeeles mat, in general, EPA will use a weighi-of4he- 
I to deternniinig the ceaqiMeneM Of the datslnaa with lespeet to Hie teide^ of 
apeslieidetoi ~ 
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will nmt have mffieigtit, wrftaKIa data to dgjgrmitia that m margin «f f fitfy^ wr^vling f ft^AT 1^>KT 

than the additk>nal tenfoM &ctor, it safe for infiuits nd chi^^ 

K. /ftyw i&) yotf >m/^ bemflts and riski tfpiMie health pesHeUle uses under FJFRA when 
conducting an aggregate risk assessment Jar that pesticide under the FQPA requirements 
placed in FFDCA? Have you worked wUh Health and Human Services in this effort? 
Who have you worked wtih? Has a memorandum of understanding been completed 
between these agencies as required under FQPA 7 

FQPA dhects the AccBcy to consider •gpegatie, DODHMGupation^ 
in detennining whether tolenoioes for diat pesticide are safe. The benefits of any use, public 
health or not, iwould not be an issue (except in extremely limited circumstances) in determining 
wfaedier aggregate exposure to die pesticide meets the geasonable certainty of no harm standard 
intheFFDCA. However, die benefits of public-beatth uses would be considered by the Agency 
in detennining bow best to mitigale any unaooqrtable risks in order to bring aggregate exposures 
within safe levels and in determining which totetances to allow to lemain in eflbct If the 
Agency were to delemdnc dorint this pfooeis that a non^bod public heaHh use had to be 
eliminated (for example, In Qsdar to allow faigher^ienefit food uses to lemain), die Agency would 
have to pursue legul^iory action under FIFRA. «m1 would be required to ooiisidcr th^ 
the public heahfa use as part of that action. However, before any legulatoiy action limiting a 
public health use of a pesticide can be taken by the Agency, it must consult widi the Department 
of Health and Human Services and USDA on the implication of such an action. 

EPA has been working with the Department of HeaMi and Human Services to work out 
the many details sunounding public heahfa pesti c ides under FQPA. The Agency has been 
working with the Offkx of l^riiUc HeaMi and Scienoe, the Center for Food SaftAy and Applied 
Nutrition, and the Centers for Disease ContzoL The two agencies have foimed an inter-agency 
team and are committed to work togedier to address the issues surrounding public health 
pesticides and how dus group of products can comply with FQPA mandates. The two ageoocies 
are in the beginning phases of developing a data development prapam for public healdi 
pesticides. F(^Astipulales that ifdie regulatory ftteofapubliehcaMi pesticide is in danger 
because the Agency has insufficient data to support the continiied rsgislntion, then it is HHS* 
responsibility to generate the necessary data. It was agreed by all parties diat a formal 
memorandum of underslandiiig waa not neoess a iy to attain our common goals. 

M. EPA has recently puNished for puNic comment a policy paper titled "Data for raining 
anticipated residue data estimates used in dieta^ risk assessments for organophosphete 
pesticides** (3/26/9^ describing yarkna types efbrldging data that can be used to refine 
dietary risk assessments. Does the Agency pl€m to request arty of these studies or other 
studies arising Jrom aity i^the nine selenee policies via a data eall-tn for use In tolerance 
reassessments? bU possible thai some efdtese studies tnaht^d^forenee between 
keqring and revoking a ioleranee for a pesticide? ^Ihe study would make such a 
difference, then would not that information be "reasonabfy required to support the 
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conrtHuatioHtfaioknmct?" MikalcanwouUBPAtipiUilhidaiaytaadalueatt'in 
under FFDCA section 4080? 

To the extent the science papers describe deta that could be uselhl in risk assessments, 
EPA will address on a case-by-casc basis whether such data will be called in. There are cases 
when some information raises a concern about the potential risks of aparticular pesticide, but 
additional inlbnnation may show that the oonoem is less flian initially eslimafed (and could even 
be judged acceptable). In such circumstances, EPA believes FIFRA and FFDCA give die 
Agency considerable flexibility in choosing a course of regulatoiy actkm that a pprop ria tely 
carries out the broad statuiocy intent of protecting public health and the enviroiiment 

When a risk assessment indicates a polaatial concern, EPA revisits critical assumptions 
and pivotal data. It is often at or before this pielimiiiaty assessment phase tiiat regisiiants, 
growers, or odier stakeholders choose to submit additional data rdaiittg to their products that 
assist us in refining the assessment If, after careful evaluation ofall available information, the 
Agency still sees a significant risk, we believe that it is ap p ropri ate to take action to address that 
risk even though we may still raquiie additional data (or legisMils, or dihsrs may opt to devekip 
and submit additional data). The AggncygBCognizra, too. IhM there may be instances where, 
after all ofthe data have been otamined, the extent ofthe risk does not become reasonably dear 
and the Agency is unable to make a definitive safety findmg. Under these drcumstanoes EPA 
may need to re<{uire new studies from the registrant and eitfier defer a decision until the new data 
are received and reviewed, or make an interim decisioiL 

Finally, it is in^xntant to note diat neither FIFRA see. a(c)(2)(B) nor FFDCA see. 408(f) 
forbids EPA fix)m taking regulatory actions for reasons of protecting pi^Iic healtii and the 
environment, pending data submissniL Sunilarly, die Agency does not believe tiiat section 
408(f) requires the defenal of deciskm-makiag wttil pesticide regislnBts or othen have been 
given eveor possible opportunity to generate addhiooal data that may ftvther refine an existing 
risk assessment Indeed, the Commitiee on Commerce's July 23, 1996 Legislative Report on 
FQPA (at p. 48) specifically provides that section 408(f) "does not prevent the AdmJnistrator 
ln)m aetiiig to iiiodify or revoke a tolerance or exemption which doM iiot tneet Ae safety 
standard in subsection (b)(2) or (c)(2).*' Just as with FIFRA sectkm 3(c)(2)(B), the Agency 
believes that it wouM be ina ppropriaie to state a hard and festruk for whai a regulatory action 
will be deferred while additional data are bemg collected and when the Agency will act based on 
the information it has in hand. 

N. For those science policies that address the new con^nents cftohronce reassessment 
created fy FQPA, do you anticipate that new data wUl be repOred? Whlchsdence 
policies do you expect wUl create ne^daia needs? WiBUmse new data needs require 
EPA or USDA to create andvtdidate stmfy protocols before r^f s trants or other 
interested stdteholders can conduct die appropriate studiu? How will the Agency not^ 
registrants tfany new data requiretnenu? WUl the new data needs differ fivmpro€bict to 
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product? Art ih^ product spe^k? Will the data requlrtment notlflcatloH process in 
FFDCA section 408(0 be utilised as Congress intended? If not, why not? 

Most of EPA's new scieoce policies will a^ iiidiid« recommendations for new data. (At 
piesent, only the draft science policy document relating to the FQPA Safety Factor, which was 
presented at the May meeting of the SAP, indicates that EPA inlands to require registrants to 
conduct new testing.) As discussed in answers to earlier questions, EPA tries to make tolerance 
reassessment decisions baaed on available information as much as possible. Some pesticide 
companies, however, are voluntarily perfonning new studies which EPA will review as it 
conducts its risk assessments for tolerance reassessment When requested by a company, EPA 
provides assistance on the most appropriate study design to help ensure that the resulting data 
will be as useful as possibLe. At^ point, however, the Agency does not anticipatB that either 
USD A or it will need to create or validate new study protocols. 

EPA expects that new data developed for tolerance reassessment, whether produced 
voluntarily or in response to Ageopy data requirements, will usually concern a specific active 
ingredient, and tfaerefoie will be appUcaMe to most or all products ooDfiaining that active 
ingredieaL Because there are many active ingredients undergoing tolerance reassessment and 
reregistration, the dau being generated may differ considerably firom product to product 

As to the data requirement procedures in section 408(0, EPA uitands to rely on such 
procedures when data or infoimation are reasonably required to support cootiiHudon of a 
tolerance. 



Q. Please esqdaim how new products can meet new registration standards and data 

requirements tf these requirements ere notfidfy identified? Does EPA intend to reassess 
old tolerances and set new toierances on the basis ofdifferem sets of data requirements? 

h is important to note thai FQPA does not discriminate between t new pesticide and an 
existing one. All tolerances must meet ^ new safety standard ofYeasonable certainty of no 
harm.** For new food-use product registrations, this means that the Agency cannot establish a 
tolerance (and therefore cannot grant a registration) unless, based upon the submitted data, it can 
make this safety finding. To ensure that all existing tolerances also meet the new standard. 
Congress put forth the mandate to reassess all established tolerances within a ten year time 
period. For pesticides that are already registered, this means that die Agency cannot (exoq>t 
under extremely limited circumstances) maintain a tolerance unless, based on available and 
reliable data, it can make this safely finding. Hence, the Agency does not require different data 
sets for new or old pesti c ide s . 
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m. TRAC Mcctfap 

B. At a TRAC work group meeting in early April, EPA discussed risk assessments for two 
OP pesticides, meniioning that adtUtieiud data that were not yet submitted, but could 
effect the risk assessment. Has EPA asked for or does EPA plan to ask for any of those 
studies via a data call'in under FFDCA section 4080? Might any of those studies make 
the elifferenee between keeping and losing a crop use? If so, would that information be 
'^reasonably required to support the continuation of a tolerance? " ind 

D. With the risk assessment for axinphos-methyl now showing the dietary risk cup for irtfants 
above level /ult, are there any specific uses or tolerances aerentfy in regidaiary 
Jeopardy? Does EPA have reliable data to evaluate the contribution of residues in 
drinking water to the risk cup for azinphos-methyl? How are you going to get the data? 
Will risk mitigation decisions be made prior to submission and evaluation of those data? 

The Agency believes that it has sufficient data to support a credible, scientificaUy-baaed 
tisk assesameat for aziiiphos tned^L Much of the data that were memioiied at the recent TRAC 
meetiiig are not expected to change the risk assessment significantly because the Agency has 
been able to rely on residue monitoring data from FDA and USDA*s PDP in the exposan 
assessment. In addition, the registrant has just submitted to us two human studies, one 
addressing dietary exposure and one addressing worker exposure. The Agency's approach to 
these studies will be based on its policy on the consideration of studies using human test subjects. 
This policy has been brought before both EPA*s Science Advisocy Board and the FIFRA SAP 
and we are currently awaiting dieir input. 

The risk assessment for aadnphos showed the food contribution to the dietary risk cup, but 
did not quantify the contribution ofdrinking water to the dietary risk. For assessing residues in 
drinking wster the Agew^reUed on liniitedmoQitoriiig data aiid on estimates from niodels. To 
help refine our assessment, the registrant is initiating both a surfi^e water and ground water 
monitoring study. The groundwater study is centered on analyzing residues in karat tenain soils- 
•areas for which the available, but limited, ground water data indicatB a concern. Theprotocols 
for these studies have been submitted and are being reviewed. 

Even without the contribution of possible residues in water, the dietary risk cup for 
azinphos methyl is estimated to be overflowing for certain population groups. Azinphos methyl 
is one of the first chemicals to go tfuough the OP regulatory frsmework and pilot process 
developed by TRAC and is now in the last two phases. The Agen^ recently held a technicai 
briefing and released its revised risk assessment to the public. Ihterssled stakefaolden now have 
60 days in which to provide mitigation proposals. After the Agency has reviewed these 
proposals, it will devdop its position on the risk mitigation measures that may be neoessaxy to 
address the risk concerns. While we are currently k)okiDg only at the risk 09 for azinphos 
methyl, it is important to keq) in mind that, as mentioned above, FQPA calls for the Agency to 
consider the cumulative risk from all of the OPs. EPA recognizes that it may need to impose 
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future risk mitigation measures for azinphos methyl and other OPs based on its cumulative risk 



E. The difference between the preliminary cmd refined risk assessment for azinphos-methyi 
is astounding. We 'd heard rumors that this pesticide was in serious Jeopardy. Now it 
appears thai 99% of the risk you were worried about has disappeared. And you are 
ejgjecting further refinements to reduce the risk estimates even further. Actually that high 
level of risk wasn 't really there in the first place, was it? Do you expect similar stories 
an dramatic reduction in risks estimates with other OP insecticides? 

The Agency expects there to be differences between its preliminary risk analyses and its 
refined analyses. As Agency documents clearly explained, the preliminaiy risk assessments were 
based on very conservative assumptions. They have been released to the public with the 
prominent caveat that the vilues presented represented the eariiest stages of risk determinations. 
Therefore, it was certainly not unexpected to discover that the prelimiruuy risk assessments often 
overestimated the actual risk of a chemicaL 

Whether or not to release these risk assessments in their very early stages was atopic of 
discussion at the TRAC, and was one of the issues that received the most debate. In the end, the 
TRAC concluded that openness and transparency were the keystone to making FQPA work and 
that all stakeholders must be afibrded the opportunity to participate in the process. In many 
cases, the comment process is providing the Agency additional heahh and environmental effects 
data, use data, or other relevant information from registrants and other stakeholders which EPA 
is using to refine the risk assessments. Additional relevant data and information can be 
submitted earlier and be folded into the preliminaiy assessments thus resulting in a clearer 
picture of the risks before public release. Because preliminary assessments are becoming more 
refined from the outset, we expecH that the earlier «id refined risk estimates may not be as fsr 
apart in die fixture. 

F. Haw do EPA and USDA take into account the potential for pesticide resistance 
development In tdent^/^ing alternative pesticides during the risk management, mitigation, 
arui transition phases of FQPA-numdated tolerance review? 

The Agency has taken an active role in addressing resistance issues for many years. 
Based on this experience, we recognize dutt managing the potential for pest resistance is essential 
for growers. This is particularly important to growers of minor use crops whose selection of pest 
control products is often limited to relatively few chemicals. With respect to the reassessment of 
the organophosphate pesticides, the Agency will solicit the aid of USDA, growers, and others in 
identifying ways to manage the development of resistance in the field. 

During the TRAC discussions, pesticide resistance was identified as one of the criteria 
diat should be oxisidered when making a risk management decision and when imposing risk 
mitigation. When the Agency has completed a refined risk assessment, if £PA*s assessment 
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of affected commodities will be especially encooraged to reply on all aspects of risk 
mmageincnt, including the importance of resistance management Growers* participBtian and 
cootribution of infonnation is vsluable in acquiring an understanding of iIk devdopoMnt of 
pesticide resistance and developing approaches to manage resistance. The potential development 
of pesticide resistance is one of the £ictors EPA and USDA will be considering in maUng plans 
for a reasonabk transition for agriculture swsy from pesticides whose risks cannot be adetpiately 
mitigated by other means. 

IV. Bndget 

A. Haw €bd EPA hts Om extra SI 5 milUon awardsdfor FQPA impltmenuakm? 

Congress appropriated a supplemental SIS million in Fiscal Year 1997 Jo help the 
Agency get new FQPA activities up and running. These additional foods ha¥e been oaarcmaly 
helpfol; they enabled us to hire new staff, iipgnide siqipott systoms, bring more stakshoUcB inio 
the process,4iaft key new scienoe nisthodologies, and expand outesacfa eflbcts, among otfwr 
activities. 



o 



ISBN 0-16-059452-9 



9 780 




60"594526' 



90000 




Digitized by 



Gdlsle 



licvKi tfail the nikt ucloo high, it wUt Uw « call fi 
Aflectfd ooirunoditiej will be etpodally ciKcnmBol I 
uueement, including the impoiUncc of rojstHJicc ni4 
DtribuUoa of infocmation ii vtluibk in icquinng u t 
dtkidF rtaistance ar>d developing ippf (Wjtbfts to mana 
pcnicidc Tcsistonce u one of thfc laclors EPA and US 
r a reuonifclc uaimtwn for ipicujnuc awiy tTom pai 
Lttgated by other means 

'. Bndf«t 

HowthdE^A ust rhe extra SIS mUUon <rwQrdec 

ConB^e^a appniphaTed a 9v;^l«n]cnl)i] 11 3 mJlLit 
|)CDcy get new FQPA activido up tnd raoiiujg. Them 
IpfLJ; they enabled ti3 to turc new vtsfT, upgr^e nqipi 
t pfoc«s«, dlraf^ key new icwoca nethodologiea, and « 
tivitier 




ISBN 0-16-059452- 



Digitized by 



Google 



